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A New Vision For Integrated Breast Care
Year 3

Introduction

A great deal has been accomplished during the past year. This introduction serves to highlight
some of our successes and discuss the challenges we face. We have organized the body of the
report by presenting separate progress reports from each core and project, including the year's
goals, what was accomplished, and what is planned for the fourth year.

We are especially pleased with the progress of Project 4. We have added to our tool set, so that it
consists of consultation planning (CP) and consultation recording (CR). CP is a technique in
which we capture and organize the patient's concerns. CR is the organization of the consultation
itself, using a collaborative framework for discussion that includes the establishment of facts, a
review of the CP, outline of options and consequences of interventions, the resolution from the
discussion, and the next steps to take. This whole process is captured and recorded on a single
sheet of paper that can be given to the patient and placed in the medical chart. Karen Sepucha
refined this entire process and completed a pilot trial as her PhD dissertation, which was received
very enthusiastically. We are enormously excited by this development and have presented it at
meetings and grand rounds, as well as submitting it as a manuscript to the Journal of Clinical
Oncology. We have just hired a full-time person, Caryn Aviv, to continue the work, and we are
planning a large scale trial. This is just the kind of tool we need to merge with Project 3, which
will be producing tailored Kaplan-Meier plots to describe the benefits of adjuvant chemotherapy.

By the end of the grant period, we believe we will have a complete package of tools that facilitate
the process of "collaborative care." By that, we mean consistent means for evaluating concerns,
describing options, representing risks and benefits, and capturing the conversation in a format that
is easy for patients to understand and review. The process facilitates patient-participation and can
be used by all physicians in the practice.

We have also made considerable headway in the organization of care by defining our programs
around "disease states", so that we can utilize resources most efficiently and maximize value to
patients. We have identified 6 such states: high risk, same-day evaluation, treatment of primary
breast cancer, follow-up, metastatic care, and second opinion. We have successfully designed
programs around same-day assessment and follow-up, which has streamlined care, made our clinic
more efficient, and delivers a better package of services to our patients. We will evaluate our
same-day assessment program using the same tools that we are using to assess abnormal
mammograms in Project 1. We are currently designing our comprehensive high-risk program and
the associated clinical trials and will be seeing our first patients for that program in October.

Developing the infrastructure for informatics has been most challenging. Forms and data content
have been organized, and we are basing the data elements on national standards (where they exist)
or developing them with other groups. Integrating the data forms, completing the process-flow
analysis, and integrating the package is a much more exhaustive task. There is a formidable barrier
of resources required to automate the forms in a usable fashion so that data can be entered at the
point of care. Forming partnerships to develop systems is necessary. We have just been
successful in garnering a grant from the Life Sciences Informatics program of the University of
California to develop such a system.
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We have successfully integrated clinical trials into every stage of care and now have over 25
clinical trials open at the Breast Care Center. Our accrual has gone up and we have worked with
our breast cancer advocate group to develop introductory letters about clinical trials and also to
explain specific trials. Abbreviated versions of these letters were published in our reconceived
newsletter (appendix A). Our accrual has improved from less than 5% of patients on trials to over
25% of new patients on trials.

Our educational packages are now available for most types of patients we see at the clinic. We are
currently designing our website to include all of the educational material as well as to plan for on-
line scheduling and communication in the future. We are planning to conduct our first on-line
survey this fall, and launch the full Breast Care Center website in October.

We have reconceived our newsletter with a more professional format and much wider distribution
(appendix A). The newsletter includes information to our patients about program changes, new
research findings, clinical trials, new staff, support groups and resources. Our first edition was
sent out in July of this year, and we have received an overwhelmingly positive response.

We have completed improvements to the physical space and have planned our new clinical floor at
the new Cancer Center (currently in construction) so that all services will be available on the same
floor. The Breast Care Center has been instrumental in completing our story garden, which
includes a wall of over 580 tiles etched with patient stories, a redesigned, beautiful garden, a new
resource center, and a boutique with prostheses and wigs.

All of these changes have helped us to coalesce and work well as a team. Principles of enlightened
management, where problems are analyzed, discussed with staff, and collectively solved, have
helped to keep the program unified, even as we have doubled our physician staff and patient
volume. Patient-satisfaction is at an all time high, and we have not had one turnover in our front
office staff in two years.
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Administrative Core and
Continuous Quality Improvement (CQO) Core

The Administrative and CQI Cores continue to be closely integrated. The work of the
Administrative Core directly supports the outcomes targeted by the CQI Core.

Administrative Core

Activities that are primarily administrative included in Year 3:

"• administration of all subcontracts and consultation agreements
"* a close working relationship with the UCSF Contracts & Grants office to ensure

compliance with all rules and regulations
"* organization of the monthly PI meetings and the quarterly meetings of all the grant

participants, as well as participation in the CQI packaging subgroup
"* organization of and data gathering for the physician time-tracking (CQI) project
"* administrative supervision of staff and facilities at the off-campus research offices at

2299 Post
"* creation of the new Breast Care Center newsletter which is being sent to over 2000

patients and providers (appendix A)
"* organization of a lecture at UCSF's Herbst Hall by Stanford Professor and

organizational expert Dr. Jeffrey Pfeffer (appendix B).
"• Currently, the core is working on the speaker program for this next grant year. Among

the speakers we will be inviting is Dr. Michael Roizen, chair of anesthesia at the
University of Chicago and a preventive gerontologist who developed the Real Age
program, which is based on over 25,000 studies on aging. His insights into the
mechanisms of aging and how to remain more vital will be of great benefit not only to
our patients but to the whole UCSF community.
Other possible future speakers include:
- Dr. Michael Abel, CEO of Brown & Toland Medical Group and expert on the
economics of outcomes and CQI
- Dr. Laszlo Tabar, Director of Mammography at Falun Central Hospital in Sweden and
an international expert on mammography trials.

CQO Core

Introduction

Over the course of Year 3, the CQI Core has concentrated its energies on continuing to
pursue the following objectives:
"* Enable the collection of information that doctors and patients need to better understand

the outcomes of interventions. This will enable their decision-making regarding
treatment options

"* Standardize forms and procedures
"* Improve availability of new patient appointments
"* Improve efficiency
"* Improve cost effectiveness
* Gather information electronically. These will enable the establishment of baselines so

that necessary improvements can be made and monitored over time
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The main focus of our efforts this year has been to develop and implement the Same Day
Assessment Program and the Follow-up Program. Models have been derived from these
programs that are pertinent and applicable to other new and existing programs.

Statements of Work for Year 3

* Choose clinical and medical outcome measures and business process measures to be
used as the "report card" for the Breast Care Center. These measures must reflect the
needs of the patients, the physicians, health plans and employers.

* Establish a patient navigator program.
* Create a new follow-up program.
* Hold a series of forums to address quality issues in the eyes of the patient.
& Identify a hierarchy of values for patients and providers regarding treatment decision

making.
* Create survey instruments for staff and MDs to fill out regularly to identify areas where

improvement is needed.
* Develop a CQI time study and process improvement study for the time it takes to

perform a wire localization.
e Create patient satisfaction surveys.
* Coordinate all surveys and activities.

Patient Focus Groups

To date, two patient focus groups reviewing service needs and performance have been
held. Patients have been recruited by direct telephone solicitation and invited to attend a
one-time group to discuss their experiences as patients at the Breast Care Center (BCC).
For the most part, patients have been receptive to this idea and, if they have been unable to
attend the group, have been willing to discuss their views on the telephone. The most
difficult problems in recruitment to groups has been reaching women on the telephone as
opposed to answering machines and finding a time that suits their schedules.

Recruitment for further focus groups will follow a plan of offering two potential times for
participation, an evening and a day group, and offer a stipend of $25 to each patient for
their participation.

The procedure in the groups has been to allow a range of topics to surface. Questions from
this leader have been open-ended and broad in order to facilitate a discussion about
aspects of service and care at the Center. Women in the groups have understood that their
comments are confidential and that their input will be used to answer basic questions: What
kind of service and care are we giving at the Center, and how can we make it better?

The topics discussed in the groups fell into several general categories: procedural problems
and successes (e.g., making an appointment, waiting time, referrals to other resources);
relationship and contact with MD's and support staff, including nurses, administrative
assistants, psychosocial staff; availability and access to information; coordination of service
with other important services; and the physical environment. While the patients' comments
included a wide range of issues, a few consistent themes emerged. On the whole patients
want to be heard, understood, and received by their physicians and the staff at the Center in
a personal and caring fashion with attention to the details of their experiences. They also
want organized and easy access to information and referral sources outside the center.
Professional, thorough treatment and collaboration with their physicians is another
significant concern.

9



In general, the patients note that the Breast Care Center has succeeded in these areas.
However, there is room for improvement and patients made specific suggestions which
will be helpful in the further development of our services. For example, one patient noted
that there is no "official welcoming to the BCC" while another noted that the infusion center
staff was "wonderful." A number of patients have suggested that the BCC's way of
helping patients access information is spotty. For example, they suggested a monthly
newsletter, more advertising of services, and that the folder of information for new patients
was intimidating and might be reexamined.

In sum, the focus groups are producing valid suggestions for consideration. Following the
completion of the study, a summary and more thorough examination of results will be
available.

Report Card

The Packaging Subcommittee has continued to meet during year 3. They have been
working on the definition of quality measures related to breast cancer care that are relevant
to performance measurement data sets being developed by purchasers, health plans, and
accrediting bodies. The goal of this subcommittee is to focus on delivery system measures
that can be the building blocks of performance measurement data sets such as NCQA,
HEDIS or JCAHO ORYX. If these measures are methodologically sound and represent
the spectrum of breast cancer care, then they could be adopted as a valid assessment of
quality and provide clinical and financial incentives for further improvement in patient care.

A measure of time from intake to diagnosis was considered and felt to be problematic.
BCC chart reviews done by Grant Coordinator Sarah Paris revealed that of all new patients
less than 50% have no diagnosis. The rest of the patients present to the BCC for treatment
and/or second opinions. Within the remaining sample of new patients without a diagnosis,
the biggest obstacle was a missing intake date. The forms are currently being revised to
address this problem.

As a measure of the quality of surgical care at the BCC, it was decided to test the feasibility
of assessing surgical re-excision rates using both manual and on-line chart reviews. A
sampling of charts were identified and reviewed by Wade Aubry, MD, who directs the
Packaging Committee. A total of 77 charts were reviewed (28 manually and 51
electronically). The charts included all patient records including data from other providers.
The electronic records included histories and physicals, operative reports and pathology
reports, but not outpatient visit notes. In most cases, the electronic pathology reports alone
were sufficient to determine the diagnosis and reason for repeat excision. Operative reports
were useful in some cases. Findings and preliminary conclusions are as follows:

"* Approximately half of the patients had a benign diagnosis, and approximately 30% had
re-excision for invasive CA or DCIS.

"* Some patients were treated elsewhere or were lost to follow-up.
"* Core biopsies frequently have positive margins, followed by excision.
"* A common reason for re-excision was DCIS. More input from the CQI group is needed

as to whether DCIS should be treated the same or differently from invasive CA. Not
including DCIS would reduce the sample size significantly.

"• On-line reviews proceeded more quickly and could be performed by a trained clinical
assistant with clear guidelines; however, there would always be gray areas that would
require physician review. This process could be integrated into the overall information
systems to facilitate analysis.
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* Denominator population would need to be defined clearly in terms of which patients to
exclude (such as benign diagnosis, core biopsies, re-excision following excision at
another facility, and potentially, DCIS).

* Literature review by the Packaging Subcommittee needed to determine benchmark rates.
Integrate guidelines established for "report cards" by the National Comprehensive
Cancer'Network.

* Re-excision rates can be measured using the database and may potentially reflect the
quality of surgical care if methodologic issues can be addressed and resolved.

At the last Packaging Subcommittee meeting, we considered measures of medical oncology
care for breast cancer with the assistance of BCC oncologist John Park, MD. The oncology
patient population can be generally divided into two groups: primary cancer patients and
metastatic cancer patients. Different measures would likely be required for each population.
At the BCC, the larger group is the primary cancer patient population. When considering
survival rates, however, 5-year rates are needed in this group, while 2-year rates may be
valid (and yield more data in the short term) in patients with metastatic breast cancer.
Another key issue is that patient populations must be evenly matched in terms of
performance status in order to permit comparisons across groups or institutions. Measures
other than median or overall survival that may be appropriate in these patients include
access to clinical trials (participation, counseling, number of trials offered) quality of life
surveys, and recurrence (3-year) after adjuvant therapy. One of these.measured will be
tested for feasibility as was done for the surgical excision rate. The status of the FACCT
measures should also be determined. This will involve coordination with Pilot A.

The re-excision measure date will continue to be collected over Year 4. The metastatic
measure data collection will commence within the first quarter of Year 4.

Time tracking study

As part of our effort to improve patient care and clinical efficiency, an in depth time study
was performed in the Breast Care Center. The study involved measuring the different
amounts of time that patients wait (i.e. waiting to be escorted to an exam room, waiting for
the doctor in the exam room, etc.)

The resulting data was analyzed and discussed at the BCC faculty meeting. Areas of
improvement were identified and specific interventions mapped out to shorten waiting time
for patients. These interventions will be implemented within the first quarter of Year 4.

Patient Navigator Program

After months of preparation, the Patient Navigator Program was ready to begin in
September of 1998. Volunteer navigators had been trained, a manual written and a
mechanism for referral established. Since September, the program has been presented to
27 newly diagnosed breast cancer patients during consultation with the BCC psychologist,
with written information about the program provided. Of the 27 patients, no one has
expressed an interest in the program. In addition, one patient was referred by a
practitioner. This patient wanted the name of another patient to call who had been through
the type of reconstructive surgery that they were seeking.

The sheer number of women diagnosed with breast cancer in the Bay Area may mean that
most women already know someone who has had the disease. Several women indicated
that they spoke with a friend of a friend, etc. Patients in the BCC may be more
sophisticated and able to "navigate" the system on their own. This, coupled with the many

11



organizational improvements in the BCC over the last 3 years, may mean that there is not a
great need for patient navigators.

It is clear that there continues to be a need for a phone list, so that patients may speak with
others who have had specific types of treatment. To that end, a database will be created.
This database will include women who are willing to speak with others regarding some
aspect of their experience. This would limit the interaction to phone contact. The database
will be implemented for clinic patients reflecting the service in the clinic.

Patient Satisfaction

Two survey instruments were developed and implemented this year. One is strictly for
new patients to the BCC, the other is for follow-up patients. Results will be tabulated and
reviewed every 6 months (appendix C).

Additionally, a survey was done by the larger organization looking at patient satisfaction

with the FNA services (appendix D).

Staff Satisfaction

Based on staff satisfaction surveys and discussion at staff meetings, two interventions were
designed to increase job satisfaction. These activities were chosen as methods to develop
team relationships and help the staff deal with personal issues that arise as an outcome of
working with cancer patients.

One of the objectives of the BCC is to maintain a very low level of staff absenteeism and
turnover, so that patients feel a sense of continuity with the staff. If the staff members feel
that they are part of the team, they are less likely to miss work or leave for other job
opportunities.

The first intervention was designed by the Art for Recovery Program Director, Cindy
Perils. She had the team complete several small projects that involved expressing their
emotions through working with color and paper. She asked the staff to depict "how it feels
to work in the BCC".

The second project was an off-site activity that occurred at a ceramics studio. The staff
each drew a name of another staff member out of a hat and made a mug specifically for that
person. After the mugs were fired, they gave the mug to the person that it was created for.
This activity gave the staff a chance to be together without the workday interruptions and be
creative together. They learned new things about each other.

Same Day Assessment Program (Appendix E)

In order to improve access for patients, a "Same Day Assessment Program" was developed
and implemented by the clinical staff and the CQI analyst. This program is designed to
facilitate and streamline the process for patients who have an abnormal mammogram or a
breast lump. The outline of the program is as follows:
* A patient calling the BCC with a breast lump or an abnormal mammogram to schedule

an appointment is scheduled with a surgeon on the day that this program is available.
* The patient sends or brings all relevant data (i.e. previous mammograms, medical

records) to the appointment.
* A breast exam is performed and records are reviewed.
* All of the patients films are reviewed and the case discussed at a noon conference that

includes the surgeon, the radiologist, the radiology technician, the BCC nurse
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coordinator. Recommendations are made. Based on the findings from the exam and
review of the records, the patient is scheduled for further diagnostic testing (i.e. Fine
Needle Aspiration, stereotactic core) during that afternoon.

* A return appointment is made for the patient within the next 48 hours.
* The patient is phoned if the result is negative and does not need to return for their

appointment the next day.
* If the result is positive, the patient will keep the appointment and come in to discuss next

steps with the surgeon.
* Data is collected on the day of the program.

The SDAP began in October 1998. So far, the program operates one day a week. Within
the next 6 months, the program will expand to 2 days per week. The trial period is close to
completion, so problems in the system have been identified and improvements
implemented.

The following data elements are collected:
* Fine needle aspiration(FNA) (date of test, patient, test ordered, test result, patient birth

date, physician ordering test)
* Core biopsy
* Stereotactic core biopsy
* Stereotactic FNA
* Ultrasound
* Ultrasound guided FNA
* Screening mammograms
* Diagnostic mammograms
* Clinical impression
* Excisional biopsy
* Surgeries
* Benign follow-up from biopsy
* Time for definitive diagnosis
* Time for test results to be received
• Flow path for all patients included in program

A cost analysis of the program is underway. The costs that are being tracked and analyzed
are related to all services provided to patients of the SDAP (i.e. imaging, pathology,
laboratory, surgery).

Follow-up Program (Appendix F)

The next program which was implemented in year 3, is the Follow-up program. The main
objective of this program is to increase accessibility for patients. Up to 80% of patients
seen by the BCC physicians are coming for follow-up care. A designation of "follow-up"
means that they are at least one year away from their cancer diagnosis and are deemed
cancer-free. By freeing the physicians' time, particularly the surgeons, more new patients
can be seen. Another objective, was to decrease the number of visits for each patient. By
chart review, it was determined that some patients have come to the BCC as frequently as
30 times in one year. The premise is that by carefully managing the course of follow-up
care, patients will be better served by minimizing visits to the BCC.

Initializing this program meant sending letters to patients who meet the follow-up criteria to
inform them of the shift in the pattern of care and assure them that if there was any question
about their care, their physician would be available. The next step was to begin scheduling
this group of patients with Nurse Practitioners instead of physicians. A flyer was created
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to inform/remind patients of the monthly forum that was developed particularly for this
patient group to give the patients some access to their physician(s) through this venue.

A survey tool will be implemented in October 1999 to ensure patient satisfaction with this

program.

Patient Outcome Measurement Tools

Under the leadership of Deborah Lubeck, PhD, the assessment tools for tracking patient
outcomes have been selected and scheduled for implementation. The most difficult task
was to determine the points at which patients could consistently receive the surveys. Once
this was established, the implementation could begin. The categories that will be measured
are general health domains, disease specific measures, problems and symptoms, and
overall satisfaction (appendix G).

CQI Tracking Log

A log was designed and implemented that outlines all CQI projects underway in the BCC.
The log delineates the description of the project, the goal, what is being measured and how
it is being measured.

Personnel Changes

Carrie Sanders, CQI Analyst, has left the university. Her activities have been taken over by
Tad Lacey, MBA, MPH, a consultant with an extensive background in healthcare CQI
development that will lend itself well to the accelerated effort of the database project. Tad
Lacey will assume the role of principal investigator of the CQI Core. He most recently
worked for Healtheon Corporation which specializes in reengineering work processes in
the realm of health care. This work complemented his already existing work process
reengineering, change management and health care strategy experience, gained while a
management consultant with Arthur Andersen (appendix H).

Hope Rugo, MD, Assistant Clinical Professor of Medicine, has joined the BCC staff as a
clinical oncologist. Hope's focus will be working with Tad to develop a process outline
for specific CQI initiatives directed towards patients with metastatic disease. Hope has an
extensive background in hematology/oncology. She most recently was part of the Bone
Marrow Transplant service. She will offer her services at no charge to this Grant.

Conclusion: Goals for Year 4

"* Establish goals of therapy and analysis of outcomes for each of the 6 program modules.

"* Identify intended versus unintended variations in patterns of care, with a focus on
metastatic breast cancer treatment.

"* Work with Informatics Core to make sure data collected and analysis will support tasks
1 & 2.

"* Physician focus groups will be conducted in order to continue the work which analyzes
quality standards through the eyes of the various stakeholders. Patient focus groups
will continue, as well.
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The template derived from bringing up the Same Day Assessment Program will be
applied to the next set of new programs:

-High Risk Clinic
-New Patient Program for Oncology

The costing model begun in Year 3 for the Same Day Assessment Program will be
completed and applied to the other programs.

" As the clinical database work is defined and completed by the Informnatics Core, the CQI
core will provide necessary data, assist in the process mapping activities, review the
deliverables and make recommendations, and generally serve as a liaison between
Management Science Associates(MSA) and the BCC to ensure that continuous quality
improvement techniques are utilized.

"* Measure BCC physician satisfaction again, following interventions.

"* Develop data collection methods for tracking specimen pathology in conjunction with
MSA.

"* Monitor CQI tracking log, enabling all staff to utilize the information on-line.

"* Implement selected measures and continue collection of data already in progress for the
report card in order to ultimately present a data set that will describe the elements of the
packaging recommendations.

" Publication and Presentation Plan for Year 4

"• Clearly delineated patient disease states and related services with goals of care and
required data analysis.

" Costs of care associated with disease states by visit type and stage.

* Issues involved in working with and incentives for private sector companies in the
clinical trial arena.

"* Business process reengineering issues faced in implementing a clinical trials database.
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Informatics Core

Statement of Work

In efforts to serve all the research projects and other cores of the UCSF Breast Care Center, the
Informatics Core has established the foundation for a comprehensive clinical communications
system. Common databases have been designed and programmed to support both clinical and
research activities. The communications infrastructure is in place and the staff is migrating to a
standard set of desktop software to support electronic mail, Internet/World Wide Web access and
other computing needs. Tasks completed this year have positioned us to accomplish our goal of
creating real-time data collection and data analyses that support the clinic's goals of care.

Common Data Elements/Data Dictionary

The Informatics Core has continued its efforts to define the critical data elements necessary to the
day-to-day process of caring for patients with breast disease. A crucial part of this effort has been
the process of standardizing data elements common to information systems used in breast cancer
clinical care and research. In this regard, the Informatics Core has collaborated with the National
Comprehensive Cancer Network (NCCN, a consortium of 18 U.S. cancer centers that UCSF
recently joined), which has developed a comprehensive data dictionary of breast cancer-related data
elements for use in clinical care and in assessing patient outcomes. We have used the NCCN data
dictionary to guide the development of the BCC clinical database, described in more detail below.

We are also collaborating with Dr. John Silva of the NIH and the Defense Advanced Research
Projects Agency, who is developing a data dictionary for breast cancer clinical trials that will also
have broader applicability to routine clinical care. This data dictionary is available on the World
Wide Web, and we are evaluating the appropriate way to incorporate these data elements into BCC
information systems.

To assist us in evaluating the NCCN and NCI data standards, we have been fortunate to work with
-Qing Yan, M.D., an internist from China who is currently a UCSF graduate student in Medical
Information Science. In conjunction with other members of the Informatics Core and with BCC
clinicians, Dr. Yan is actively reviewing these data elements, and she has already modified
components of BCC databases to use the NCCN data standards.

BCC Forms And Databases

Several data collection forms and databases have been developed by the Informatics Core and have
been used by various groups within the BCC. Patient and physician satisfaction forms, used by
the BCC clinic administration, have been designed to be machine-scannable with the TeleForms
scanning software package. Additional scannable forms include a patient intake form developed
with the clinic administration. This form, and non-scannable health questionnaire, surgical
summary, and pathology summary forms, are in the process of being entered into the BCC
database, which resides in Microsoft Access on an NT Server in the BCC. This database is
currently being managed by Dr. Yan, mentioned above, who has also worked with BCC clinicians
to refine a patient summary form that will be printed at each patient visit.

Additional databases developed in FileMaker Pro by Dr. Kiran Patel, formerly of the BCC, and by
Ms. Liz Bogen, a consultant, include a Tibetan medicine database and an alternative medicine
database. These two projects have been led by Dr. Debu Tripathy. Both of these databases have
accumulated data on significant numbers of patients.
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BCC Web Site

The BCC Web site development began with the clinical trials component. Ms. Fern Hassin has
kept the content of the Web site current, and Dr. Ellyn Cohen is providing Web site maintenance.
We have now contracted with Ms. Jennifer Melnick to design an expanded Web site that covers all
BCC clinical services.

Collaboration With Other Cores

The Informatics Core has provided significant support to the Psychosocial Core, which recently
moved to a newly renovated site at UCSF. We helped them upgrade their hardware and network
to afford them full Internet connectivity.

The Web site activities mentioned comprise part of the work of the Education Core. The
Informatics Core has continued to provide them the hardware and software to develop this site.

The Informatics Core has worked closely with the CQI Core by providing systems for data
analysis. Dr. Jerry Miller has developed a data analysis system on a VAXStation that has been
used to analyze the data collected in the Same Day Assessment Program database, also developed
by the Informatics Core. Dr. Miller's system is also being used to analyze breast cancer datasets
from outside institutions.

Future Plans

The Informatics Core will continue all the projects described above.

Additional collaborations have been planned With the BCC and the MSA (Management Sciences
Associates) data management consulting group to develop more complex databases for use in
breast cancer care. Dr. Qing Yan will play an important role in working with MSA to develop
breast cancer database models that are compatible with similar efforts underway at the NCI and the
NCCN.

This collaboration will include the design of automated data collection tools which will be based on
the workflow of the clinic. The process and workflow analyses forming the basis for this system
is being conducted by the CQI core. The CQI and Informatics teams will in turn define all
information needs based on process. The subsequently resulting system will support the clinic
workflow and goals of care delivery.

Dr. Miller will expand his collaborations to include analysis of UCSF breast cancer databases
maintained by the UCSF Breast Oncology Program.

New personnel

In addition to Qing Yan, M.D. and Ellyn Cohen, Ph.D., we have hired LaDorotha Thomas as our
data assistant. Mrs. Thomas is responsible for scanning, entering, and the QA of data in our
clinical and research databases. Since the resignation of our programmer in the spring of 1999,
programming responsibilities have been shared by Dr. Yan, Dr. Goldman, and programmers from
MSA. We recruited for a new full-time programmer and at this time have extended an offer to our
candidate of choice. We anticipate her employment to begin September 1999.
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Education Core.

The Education Core had a very successful year. Once again, we set ambitious goals and,
with few exceptions, were able to accomplish them. We introduced beneficial educational
programs for both breast care patients and providers. In addition to expanding our services,
we were able to build on our experiences from the previous two years and incorporate new
ideas to improve existing programs. All of our work was done in an effort to integrate the
most advanced educational services into the clinical care at the UCSF Carol Franc Buck
Breast Care Center.

Year Three:

1. Our main goal in year three was to develop a tool to measure the effectiveness of our
educational interventions. With the help of outcomes specialists, we were able to develop a
tool, pilot its use, and then implement the measure throughout the system. In this way we
were able to gather the data needed to evaluate our programs.

2. Multiple personnel changes in the CQI team made it more of a challenge to analyze and
improve upon weaknesses in the educational component of clinical care. We are committed
to doing this in year four, and feel that with the new team in place that we will be able to do
SO.

3. Over the past two years we have worked hard to develop specific educational materials
for the BCC patients. In an effort to keep those materials as updated as possible, we
reviewed each piece, and revised them based on changes in our system. We will continue
to review our information in year four, as we are confident that this review process helped
us improve our materials.

4. With the help of a BCC surgeon, we were able to introduce standardized post-operative
orders for the surgical staff and residents. Although implementing these standardized
orders continues to be a challenge, we are committed to educating the staff about the proper
post-operative care of breast cancer patients.

5. We built information packets for our patients who are undergoing biopsy procedures,
who are newly diagnosed with breast cancer, or who are undergoing the Tram Flap
procedure in years one and two of the grant. This year, we revised the information in these
packets in order to guarantee patients receive the most updated and beneficial information.
In an effort to expand this successful piece of our program, we also built patient
information packets for patients starting chemotherapy. The nurse practitioner meets with
each patient before beginning the chemotherapy and gives her the packet at this point as part
of the educational consultation.

6. As we continue to build our educational materials and programs, we want to develop
informational packets for patients undergoing radiation therapy at UCSF. This is one
project that we will accomplish in year four, as we were unable to finish this during year
three. The preliminary meetings and work we did during year three will enable us to
implement this project at the beginning of year four.

7. We worked with a leading surgeon to help us develop informational materials for
women undergoing the sentinel node biopsy. As this procedure is still experimental, our
patients have many questions about the process as well as the implications of the results.
Our materials are written to explain many of these questions.
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8. The BCC started a Follow-Up Program in year three for patients who are in long term
care. All of these women are at least one year post-treatment, so they have different needs
than those women who are in active treatment. We developed a packet of information to
support the educational needs of women in the Follow-Up Program. This includes
information about diet, exercise, lifestyle changes, and recommendations for care based on
the American Society of Clinical Oncology guidelines.

9. The goal of Project 1I1 of the DOD Grant is to develop a program to quantify a patient's
specific risk of recurrence as a way to help made decisions about adjuvant therapy. One
aspect of this is to have patient educational materials explaining the program and it's goals.
Patients need to understand their specific situation based on the latest clinical information,
but they also need a context through which to understand this data. Our materials aim to
provide the foundation of knowledge needed to participate in this cutting edge treatment
decision making program.

10. We compiled an extensive literature bank for providers in year two. However, we do
not feel that the providers are utilizing this hard copy literature bank. We shifted our focus
to continue to build an on-line literature bank for providers instead. We feel that the on-line
version of the bank may be utilized more, as providers have a limited time to sort through
hard copies. We will work to organize this on-line literature bank in year four to maximize
it's utility for our providers.

11. One goal we have had throughout this grant, and will continue to in year four, is the
translation of patient education materials into foreign languages. The BCC has a large
population of Russian speaking patients, as well as Spanish and Chinese speakers, and so
we need to provide materials to support their educational needs. We were successful in
having some materials translated and will continue to have our most updated information
translated as well.

12. As we develop and acquire new materials about the various aspects of breast cancer,
we work to make the BCC staff aware of these new educational pieces. We continually
update the patient education file cabinet, and inform the staff through the Weekly staff
newsletter, and periodic updates. In this way, we are working to insure that all staff
members know the latest information, and where to find it.

13. Part of our objectives in the Education Core is to support the continuing education of
the providers. One way that we have done this is to bring in expert speakers on specific
topics related to breast cancer. For example, an expert on osteoporosis spoke to the group
about how bone health impacts breast cancer treatment. We will continue to bring in these
experts during year four to cover topics like lymphedema and fertility and breast cancer.
With the help of these experts, we hope to produce specific educational materials on these
topics.

14. We continue to build our library of books, video tapes, and audiotapes for patient use.
New resources are introduced constantly, and we strive to have the most current resource
library.

15. We work with Resource Center staff and DOD Grant Coordinator to highlight new
resources in various ways including the new BCC newsletter, BCC staff weekly updates,
and the "Book of the Month" program. This way, we can advertise the new resources that
we have and encourage the patients to utilize all of our education and support services.
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16. Another area on which we focused this year was community outreach. We were
involved in a number of very successful events, including a "Town Hall Meeting on Breast
Cancer" in an underserved San Francisco community, as well as the "Race for the Cure."
We attended numerous health fairs to distribute breast cancer information including
"Women's Health 2000" a day long conference sponsored by UCSF. We are participating
in all of these events next year, and are committed to expanding our outreach even further
in year four.

17. We have not been documenting the community outreach in a systemic manner. In year
four, we hope to document and more importantly to evaluate the programs in which we
participate. This will enable us to measure the amount of outreach in which we are
involved, as well as to compare the impact of the various outreach programs.

18. We developed a one year Patient Navigator Program through the BCC last year. Based
on that pilot program, we worked with the staff of the Cancer Resource Center to develop a
cancer center wide Peer Support Program. We are interviewing potential peer support
volunteers at this time, and will conduct a volunteer training in September. Matching
patients and peer support volunteers will begin after the training. We will also include the
evaluation of the program and the volunteers as an important quality assurance component.

19. The BCC has an active core of patient advocates. We meet regularly with the advocates
to get feedback about our educational programs and materials. Getting comments from our
patient's perspective assures that our work is beneficial to our specific population. In year
four, the patient advocates and the Education Core will work together to improve
educational outreach about clinical trials.

20. Staying current on the latest research is an important task for the members of the
Education Core. Our patients demand that we be aware of the latest advances and current
issues. In an effort to do so, we attended conferences and community events on a host of
topics related to breast cancer.

Year Four:

The work we did in years one through three built a strong foundation upon which we can
meet the educational needs of patients and providers. We are committed to continuing the
programs we established, and will expand our development as well. The following is a list
of additional goals for year four:

1. To review, to revise, and to improve existing BCC sponsored patient education
materials, including the development of design as well as content

2. To revise existing outcomes measures to accurately assess educational interventions

3. To implement tracking system for pre-surgery, one month post-operative, and one year
post-operative evaluations

4. To establish a packet of information specific to issues of metastatic cancer

5. To explore the development of lymphedema clinical and educational care in collaboration
with the Stanford Lymphedema Center

6. To prioritize continuity of care in an effort to identify and implement clinical changes
including those related to patient and provider education
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7. To standardize post-operative orders

8. To develop packets of information for radiation therapy, and for women with metastatic
cancer

9. To develop educational materials to support the High Risk Program

10. To work with the patient advocates to increase outreach for clinical trials, for example,
including an educational letter describing the importance of clinical trials

Our major focus in year four will be the production of lasting educational materials. This
involves developing a standardized design, as well as continuing to revise the content. We
want to insure that patients will benefit from the work of the Education Core for many
years after the grant by having these types of materials available.
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Education Core: Statements of Work Year Three

The Education Core once again revised the Statements of Work to reflect the changes in
goals and objectives made during year three. We will continue to adapt these statements
based on the experiences from the previous three years, as well as from patients, provider,
and staff needs. Our hope is to provide the highest quality educational programs and
materials to our specific population.

Year Three:

1. To improve on tracking and evaluation of new and existing programs

2. To work with Continuous Quality Improvement team to identify and implement clinical
changes including those related to patient and provider education

3. To review and revise existing BCC sponsored patient education material

4. To standardize the post-operative orders for surgical staff and residents

5. To build information packets for patients about chemotherapy

6. To build information packets for patients about radiation therapy

7. To write and review an information sheet on the new sentinel node biopsy procedure

8. To develop educational materials for the BCC Follow-Up Program

9. To develop educational materials to support Project 1II

10. To make an abbreviated list of the most pertinent articles from the literature bank for
use by new surgical and medical residents, medical students, staff, and highly sophisticated
patients

11. To coordinate translation of educational materials into Spanish, Russian, and Chinese.

12. To educate Breast Care Center staff about new patient education materials

13. To coordinate professional educational session about specific clinical aspects of breast
cancer

14. To increase resources/ patient education materials in the Resource Center

15. To work with Resource Center staff and DOD Grant Coordinator to highlight new
resources in various ways including the new BCC newsletter, BCC staff weekly updates,
and the "Book of the Month" program

16. To be involved with community events related to breast cancer, for example local Town
Hall meetings and "Race for the Cure", and to provide educational materials at these events

17. To document community outreach and evaluate the various types of outreach being
offered

18. To develop a Peer Support Program in conjunction with the Cancer Resource Center
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19. To work with the Patient Advocacy Core regarding educational issues

20. To attend conferences regarding breast cancer research and clinical issues

Year Four:

1. To review, to revise, and to improve existing BCC sponsored patient education material,
including development of design as well as content

2. To revise existing outcomes measures to accurately assess educational interventions

3. To implement tracking system for pre-surgery, one month post-operative, and one year
post-operative evaluations

4. To establish a packet of information specific to issues of metastatic cancer

5. To explore the development of lymphedema clinical and educational care in
collaboration with the Stanford Lymphedema Center

6. To prioritize continuity of care in an effort to identify and implement clinical changes
including those related to patient and provider education

7. To standardize post-operative orders

8. To develop packets of information for radiation therapy, and for women with metastatic

cancer

9. To develop educational materials to support the High Risk Program

10. To work with the patient advocates to increase outreach for clinical trials, for example,
including an educational letter describing the importance of clinical trials

Our major focus in year four will be the production of lasting educational materials. This
involves developing a standardized design, as well as continuing to revise the content. We
want to insure that patients will benefit from the work of the Education Core for many
years after the grant by having these types of materials available.
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Project 1
Evaluating Cost Effectiveness

in the Diagnosis of Breast Abnormalities

Project Summary

This program consists of two aims:
1. A cross-sectional survey and medical record review of women who have received an abnormal
mammogram result at two large mammography facilities in San Francisco. The purpose of this
project is to examine factors that are associated with differences in the quality of care that women
receive after receiving an abnormal mammogram result.
2. A review of consecutive fine needle aspiration specimens of palpable breast lesions linked to
Cancer Registry Data. The purpose of this project is to examine the effects of provider training and
experience on the diagnostic accuracy of the specimens.

Tasks Completed during Year 3 and Anticipated During Year 4

Aiml
Significant progress has been made towards completing this project. By task:

Task 1 - Recruitment:
We have completed recruitment for this project. Four hundred eighty-eight women agreed to
participate and have completed the baseline telephone survey.

Task 2 - Follow-Up Survey:
The follow-up survey will be completed by 10/1/99. To date, 312 women have completed the
follow-up survey (follow-up response rate 84.6% to date).

Task 3 - Development of Data Entry Database/ Task 4 - Medical Record Review:
The development of the data entry database has been completed and has been in use. The medical
records of women who are participating in the study are being reviewed around the time of the
follow-up survey. They will therefore also be completed by 10/1/99.

Task 5 - Data Analysis:
We have begun some preliminary data cleaning on the data from the baseline telephone survey.
The final analysis will be initiated once the follow-up survey and the medical record abstraction is
complete. The table following summarize some preliminary data from the baseline survey.
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Table 1 - Demographics of the Sample (n = 488)

Age:
< 50 years 36%
50-65 47%
> 65 18%

Race:
White 73%
Asian 13%
Other 14%

Education:
High school or less 15%
Some college 50%
Graduate education 35%

Post-menopausal 63%

Family history of breast cancer (1st degree) 20%

Health Insurance:
None 1%

Site of manmmogram:
UCSF 49%
CPMC 51%

Clinical breast lump 23%
Evaluation following index mammogram (categories not mutually
exclusive):

Consultation with primary care provider 30%
Consultation with surgeon 32%
Magnification views 23%
Ultrasound 41%
Needle biopsy 24%
Open biopsy 15%

Outcome of-evaluation at the time of the baseline survey:
Cancer 15%
Benign 74%
In progress 12%

Woman's rating of the overall quality of her care:
Excellent 60%
Good 36%
Poor 4%
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Aim 2
This Aim has been completed. A draft of a manuscript is currently under review. This has been
included (appendix I).

Year 4

AimI
Task 1 - Recruitment:
Completed.

Task 2 - Follow-up Survey:
The follow-up survey will be completed by 11/1/99.

Task 3 - Development of Data Entry Database/ Task 4 - Medical Record review:
The medical records of women who are participating in the study are being reviewed around the
time of the follow-up survey. They will therefore also be completed by 11/1/99.

Task 5 - Data Analysis:
Final data analysis will be completed between 11/1/99 and 4/30/00.

Task 6 - Dissemination
A draft manuscript will be prepared in the Spring, 2000. Abstracts will be submitted to national
meetings.

Conclusion
Aim 1 is moving towards the completion of the data collection phase and beginning on the data
analysis phase. We believe that this project will yield important information about variation in the
management of women with an abnormal mammogram, and the effect of this variation on patient
satisfaction and subsequent adherence with screening recommendations. Aim 2 has been
completed. There have been no personnel changes.
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PROJECT 2

Psychosocial Program

This program is a randomized clinical trial comparing the effectiveness of two psychosocial
interventions, a standard support group versus an integrated program incorporating complementary
techniques such as yoga, meditation, imagery and dance along with a psycho-spiritual support
group. Participants are being randomly assigned to the groups, and measures are gathered at
baseline, three months, six months, and one year following study entry.

The overall purpose of this project is to compare an individualized vs. an integrated/intensive
support program for women with breast cancer. in year 1 we set up the structure for the project and
began to address the goals for the project. Years 2 and 3 continued the work on the goals for the
project, which are to directly compare the two approaches (i.e., changes in psychological distress
coping, quality of life, etc.), explore which women do better with which type of intervention, and
examine long term outcomes such as time to progression, survival, costs, quality of life, etc.

Year 3

The original statement of work for this program is delineated by the tasks below. Tasks 1 and 2
have been completed. Tasks 3 and 4 are in progress.

Task 1:
Set up clinic for research, Months 1-3
a. Hire secretary and social worker.
b. Purchase computer, printer, phones.
c. Ensure availability of group leaders.
d. Prepare assessment packets for patients to complete.
e. Ensure that physicians are aware of the psychosocial program.
f. Write information package describing the program and the interventions available.
g. Set up procedure for inputting data into database-coordinate with Informatics Core.

Task 2:
Initial assessment and treatment of patients, Months 4-16
a. Begin patient entry into research program. Assessment of women as they enter program.
b. Piloting of data collection mechanisms
c. Piloting of intervention groups.
d. Conduct follow-up assessments as the interventions are completed.

Task 3:
Aim 1: Onezyear follow-up, Months 17-18
a. Collect one-year medical data from data base in order to complete Aim 1.
b. Collect one-year follow up for all women in the program (assess psychological status, coping
style and quality of life) in order to complete Aim 1.
c. Determine number of women who participated in the interventions.
d. Perform analyses of data collected to address Aim 1.

We began to collect 1 year follow-up data, on schedule, in Month 17. So far one year follow-up
data has been collected on the first two of seven cohorts (n=36) and will continue for one year after
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completion of the planned study interval. No analysis will be done until at least 50% of the
projected data is available.

Task 4:
Testing Aims 2-3, Months 17-44
a. Add wait-list control groups. Begin to randomly assign women to immediate or wait-list groups.
b. Continue baseline and post-intervention assessments.
c. Continue yearly assessment of all women entered in the program.

We have not been able to have traditional wait-list control groups, because of difficulty in
recruiting (see below). We have had a wait list group out of necessity (women waiting for a group
to start), rather than by randomization. Many women have not been able to join the next cohort,
because of time restrictions (e.g., the next cohort runs in the afternoon, and they can only come in
the evening), medical issues (e.g., a woman was waiting to have a stem cell transplant done), and
no more room in that particular cohort. We are continuing to gather post intervention from the
women, and for the women who are on the wait list, we gather information at the beginning of
their waiting period, and again when the group starts (as well as follow-up data after the group
ends).

Other accomplishments not on SOW:
1. Team Building and thematic exploration exercises are ongoing. Because the focus of the
Integrated program is to create an emotionally holding and safe environment, program staff
participate in a number of exercises to help them develop better awareness of their own personal
responses to the issues the women are exploring. These have included discussions on personal
views and fears about death and dying, breast cancer in general, body image, and values. In
addition the team meets in a "process group" every three weeks to discuss any programmatic or
inter-personal issues that may be affecting the delivery of care. Once per year the entire staff
participate in a day-long "staff retreat", again for the purpose of improving staff communication,
morale, and understanding of their personal reaction to patient issues.

2. We were approved as a practicum site for graduate level students from the California School of
Professional Psychology-Alameda. While we have had a series of students who assist with the
research (interviewing of women, collecting data, co-leading groups, etc.), we also had two
clinical practicum students who conducted patient screening, intakes, and co-lead groups. Two of
our other graduate students presented aspects of this research at the annual meeting of the Society
of Behavioral Medicine in March 1999, and are conducting their dissertations using data from the
program. One dissertation is examining the construct of fatalism in women with breast cancer. The
other is an examination of the role of spiritual well-being in quality of life of women with breast
cancer. This latter research has spawned an article which has been accepted by the journal Psycho-
Oncology for publication this year. Two more graduate students have joined the research team, and
hope to be able to conduct their dissertations through our program as well. In addition, two other
presentations at the Society of Behavioral Medicine meeting focused on preliminary results from
the study. Abstracts of all of the presentations are attached.

3. We were approved as a practicum site for Social Work interns through the Mount Zion Medical
Center. One social work student from UC Berkeley spent last year training in the Integrated
program.

4. We have been approved as a clinical rotation site for Psychiatry residents at both UCSF and
CPMC. Two fourth year psychiatry residents have participated with the program over the last 12
months, and one has was subsequently hired by the program as part-time staff leading groups and
doing individual psychotherapy and medication evaluations.
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5. Training seminars and case meetings were devised for the above students/interns and were
successfully received.

Problems
1. Recruitment. Recruitment continues to be our biggest problem. In order to recruit more program
participants, we have opened up enrollment to woman who meet the study criteria from institutions
other that CPMC and UCSF. We have recruited through doctors offices, other cancer centers,
advocacy groups, the USCF cancer center website, and through public service announcements. It
may be that the study is lacking in participants for two reasons:
a) Women do not want to be randomized. Several women have called stating that they are only
interested in the integrated program.
b) Women cannot attend at the times the groups are offered.

Summary of Year 3
We have spent the third year with continued implementation of an entirely new and different
program for women with breast cancer for comparison with a group representing the community
standard. Data collection is continuing, as is the data analysis. The women who have entered our
program so far have been pleased with the center, the program, and the group that they have been
randomized to. Initial data shows that both of the interventions resulted in significant
improvements in positive mood and quality of life. Despite the rigor and time intensity of the
Integrated program, both of the interventions have been shown to be feasible, both for the staff and
for the patients. It is still not clear of the benefits of the programs over the long term. This will be
examined in year 4.

Plans for Year 4

1. Continuation of recruitment and running of groups, including efforts to attract more minority
women;
2. Analysis of the first 100 women who have gone through the program (Aim 1), including
immediate pre-post changes and longer term (6 months, 1 year) changes;
3. Depending upon the results of the analyses eliminating the randomization aspect of the research
and begin to study the choices that women make for complementary treatment (Aim 2);
4. Presenting data at various scientific meetings (e.g., Society of Behavioral Medicine)
5. Submission of papers to referred journals;
6. Continue to collect follow-up data;
7. Continue to train students/interns/residents.
8. Program per-patient cost analysis to determine resources required to deliver these services on an
ongoing basis
9. Compare outcome measures to data compiled on women who attend the Breast Care Center at
UCSF who do not join the program.

Staff Changes

As expected, we have had changes in research assistants, as our current research assistants
graduate or leave for internship. We have lost three graduate students because of graduation or
move for internship. However, we have two first-year graduate students who have started to work
with us. We have also hired a data manager. The rest of the staff have not changed.
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PROJECT 3

Breast Cancer Patient-Specific Outcome
and Decision Making Project

The goal of this project is to develop a physician/patient Shared Decision Making Program
(SDP) to assess patients' risk of recurrence and mortality from breast cancer, and determine
absolute benefits of adjuvant hormonal therapy and chemotherapy using available
institutional databases and data from large controlled clinical trials. The project includes the
following tasks: finding common ways to represent risk of recurrence to patients which
incorporate the latest clinical and research evidence; and testing patients' perceptions of risk
and how it influences their choices when the representation is made in terms of time and
probability of disease recurrence. The project will provide breast cancer patients with
individualized empirical outcome information in the context of the physician-patient
relationship, and it will assess how the provision of such information changes a patient's
knowledge, attitudes and choices of treatment options.

The lack of calibration of risks of mortality and recurrence prior to adjuvant therapy was
identified. For this reason we held a Calibration Conference with Dr. Ravdin and Dr. Don
Berry in order to establish defined time points at which to express benefits. We determined
these to be 5 and 10 years for both risk of recurrence and risk of mortality. In addition,
agreement was required on the interpretation of several key large new studies, as well as
the 1995 World Overview analysis of adjuvant therapy benefits. We chose the relative risk
reduction estimates from the Overview analysis, deciding to break these down by age, ER
status, and treatment. The resulting program will provide unique graphs for each patient,
with baseline risks described as a continuous equation based on tumor size and nodal
status. While these studies revealed significant new estimates of benefit from adjuvant
therapy, the accuracy of these estimates was questioned. The original information from the
San Antonio database seemed to have problems functioning as a clinical trial database in
that patients selected tended to have worse outcomes; estimates were not reflective of the
general population. The SEER data was studied but was found to have no staging or
treatment data. We therefore developed a risk model based on data derived from a Finnish
database (every woman with breast cancer in Turku, Finland from 1945 to present, treated
with surgery alone), and a database from Duke University (entire set consists of 3600
patients with breast cancer treated at Duke University Medical Center between 1979-93).
We will expand to include other databases (i.e., UCSF) as they become available. Dr.
Harry Burke, an Associate Professor of Medicine at New York Medical College, Valhalla,
New York, has joined the project, replacing Dr. Peter Ravdin. Dr. Burke has extensive
experience working with empirical data sets. He has eight years of experience working
with survival analyses and outcomes research, primarily in breast cancer (Biosketch
appendix 0).

Technical Objectives 1-2:
Obtain Recurrence and Mortality Estimates. Develop Graphic and Written
Additional Tools for the Shared Decision Program (SDP)

Tasks 1 and 2:
Comparative survival and recurrence by treatment over time

Using the best available data, an artificial neural network regression model will be trained
to provide individual post surgical patient continuous probability disease-specific
predictions (probability) of survival and recurrence. These predictions will be patient-
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specific and therapy-specific to allow patients the ability to compare the efficacy of each
treatment. The program will allow patients to compare the benefit of adjuvant hormonal,
chemotherapy, radiation treatment and combinations of the three treatments over time. All
patients will receive this information. We have developed the first pilot model using a
subset of the Duke database and have begun to run several scenarios. This model seems to
perform well although is unstable in certain clinical scenarios. The Finnish and UCSF
databases will be modeled next and combining databases will be attempted. We expect
better performance as larger databases are incorporated.

Comparative conditional life expectancy by treatment

Conditional life expectancy provides the following information: "given that the patient has
lived to age X1, and that her life expectancy would have been age X2 without breast
cancer, and that she will live to age X2 less Y years with untreated (except for surgery)
breast cancer, what is the benefit of each treatment?" "How much does each treatment
reduce the Y years lost to breast cancer?" Conditional life expectancy estimates are based
on all cause mortality. Therefore its calculation requires two data sets (or one data set with
both types of information): (1) data set with prognostic factors and disease specific
mortality and (2) data set with comorbidities and competing risk mortality. These data are
available on the general population through the National Institutes of Health, and will be
obtained by Dr. Burke. The predictions of these two data sets are combined to create the
conditional life expectancy estimates. Half the patients will be randomly assigned to
intervention.

Conditional life expectancy information can be presented in three ways: (1)age benefit
(estimated age of death), (2) years benefit (estimated years added from no additional
treatment), and (3)percent benefit (percentage of the way from age if no additional treatment
to age if no breast cancer). One or more of these explanations can be provided to determine
which explanation provides the most meaningful information to patients. Initially, we plan
to test estimated years benefit and percentage benefit and ask the patient to determine which
is most useful.

Comparative side effects by treatment over time

Using the best available side effect data, an artificial neural network regression model will
be trained to provide individual patient continuous probability predictions (probability) of
side effects for each treatment. These predictions will be patient-specific and therapy-
specific. All patients will have received surgery. The program will allow patients to
compare adjuvant hormonal, chemotherapy, radiation treatment and combinations of the
three treatments in terms of which side effects will occur and when. This data on toxicities
has never before been presented in the context of benefits. We will need to pay particular
attention to the recent literature on acute toxicities, such as nausea, vomiting and hair loss
may be overestimated by as much as 30% if using data that does not reflect new drug
therapy. Side effects can be presented either numerically, in pie or bar graphs. The exact
method is not important as the information presented does not show trends. It will need
piloting with focus groups to identify which method patients prefer. Within the scope of
this project, we will accomplish this task by compiling common short and long term side
effects from tamoxifen as well as common chemotherapy regimens (AC,CMF, AC-->
Taxol) based on published toxicity rates from large cooperative group clinical trials. This
will be shown on the patient-specific booklet (see below) concurrent with the baseline risk
and benefit estimates.
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Patient-specific booklet

The three predictions (survival and recurrence, side effects, and life expectancy in those
patients randomized to receive it) will be integrated into a patient-specific booklet. This
booklet is being developed by the Education Core of the DOD grant, to be given to patients
by their physician during the course of the physician-patient interaction. The booklet will be
automatically customized by a computer program for each patient, with standardized data
elements for prognosis provided by the Informatics Core, using the artificial neural
network. In addition to the predictions, the booklet will contain information regarding how
the predictions were derived as well as the general limitations in how to apply statistical
data on individual decision-making, the physicians and nurses taking care of the patient,
breast cancer background information, prognosis, treatment, the latest clinical information,
and references that provide more detailed information related to what was presented in the
booklet. At each visit the patient will receive a new booklet with updated predictions
(including conditional survival and recurrence estimates, i.e., given that she has lived five
years, what is her ten year survival probability) and updated breast cancer information.
Over time each patient will have a library of booklets. This library of individualized
booklets will allow her to better understand the course of her disease and its treatment.

Technical Objective 3: Viewing of Revised SDP with Pre- and Post-
Assessment Tools and Testing on Patients with Early Stage Breast Cancer

Task 3:
Although the basic approach to analysis has changed, as well as the method for the
disseminating the information (modified from CD-ROM format to computer generated
patient information booklet), the study plan remains essentially unchanged: the project will
recruit patients with early stage (Stage I and II) breast cancer who have undergone surgery
and radiation but who have not received adjuvant therapy. Patients who agree to participate
in the two-armed study will complete questionnaires on demographic information as well as
those that explore patients' understanding of their hypothetical risk of disease recurrence
and mortality due to their breast cancer. These surveys will be administered at the pre- and
post-office visit. Patients will have an intake exam with an oncologist, be provided with
their unique patient information booklet (including information on probability of recurrence
(Arm 1) or probability of recurrence and time gained (conditional life expectancy) from
treatment (Arm 2)). Post visit questionnaires will ascertain any change in patients' attitudes
regarding adjuvant therapy due to the differences in the two arms.

The conditional life expectancy information and patient-specific booklets will be
prospectively evaluated to determine the optimal way to present the information. In
addition, the effect of the information on the patients, including its effect on their decision
making, will be prospectively assessed. The assessment will include, but not be limited to,
the following:

1. The effect of individualized outcome information on patients' choice of therapy.
2. The effect of patient attributes on decision making.
3. Any changes in patients' attitudes toward the information that was presented,

method of presentation, and overall satisfaction with its contents.
4. Changes in patients' knowledge and understanding as a result of the information

received.
5. Track quality of life measures, profile mood states, and correlate patient

responses.
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We will compare quantitative scores for patients viewing survival statistics with those that
did not. We will also look for relationships among baseline clinical variables such as age,
family history, dependent children, and menopausal status.

We will continue to provide each patient with new and updated medical information at each
visit for the duration of their care. The effect of providing medical information over time to
patients must be assessed. Therefore we will follow patients and observe their true
outcomes. In addition, by using follow-up interviews and questionnaires, we will assess
changes in patients' attitudes based on their retrospective assessment of their prior decision,
perhaps integrating it with consultation planning. Certain parts of this project can be
accomplished during the course of the DOD grant. These include obtaining larger
databases, testing predictions for their accuracy, and measuring the impact on patients.
Other portions, including roll out and links to Tumor Bank and SPORE Registry may
become protocols for future grants.

Related Work/Plans for Year 4:

1. The patient booklet will be completed by the beginning of year 4.
2. Pre- and post-viewing questionnaires are finalized.
3. New demographic/attitudinal questionnaire is being finalized.
4. Toxicity database is being finalized.

5. With assistance from the CQIllnformatics Core, the project will develop a database to
capture patient prognostic factors, predictions, and follow-up information. This database
has the potential tofunction as a tumor registry and it will provide an electronic medical
record that can be accessed by clinicians from any location at any time (it can be integrated
into an electronic medical record). It will also contribute information to a database of basic
and clinical research. Clinicians participating in this project will have access to their own
patients for QA/QI control purposes and to the contents of the database (subject to IRB
approval and certain conditions).

6. Over time, this project has the potential to be expanded to incorporate other prognostic
markers (such as HER2/neu) and in addition to the benefits of other treatments, i.e.,
radiation. Beginning with the Duke and Finnish databases (part of the basis for our
projections), we will expand to include other databases as they become available.

7. Given the significant delays in developing models for recurrence and mortality as well as
calculating patients-specific benefits and the change in formats (from videodisk to CD-
ROM to patient booklet), we will need to accrue patients over a larger base using
collaborating institutions (Alta Bates, Matin General, California Pacific Medical Center and
Kaiser Medical Centers in Northern California, all current network partners in the UCSF
Bay Area Breast Cancer SPORE). This will allow us to enroll the requisite number of
patients (n=200) in a shorter time frame.

8. We plan to pilot an Internet version of this tool as a separate project to supplement our
data analyses. Other projects, outside the scope of this grant, including roll out and links to
Tumor Bank and SPORE Registry will become projects for future grants.

9. Topics for possible publications include:
(1)Using retrospective data to project real survival (rather than "ideal" clinical trial

suvival).
(2) Comparing treatments within subpopulations that have never been assessed by a

clinical trial.
(3) Comparing survival analysis with the artificial neural network approach to other

methods of risk estimation (i.e., recursive partitioning, regression analyses).

33



PROJECT 3

Revised Statement of Work

Technical Objectives 1-2: Obtain Recurrence and Mortality Estimates. Develop Graphic and
Written Additional Tools for the Shared Decision Program (SDP)

Task 1 Artificial neural network based on Finnish and Duke databases along with
Oxford Overview relative risk reductions in recurrence and mortality from adjuvant therapy.
Absolute benefits (mortality and recurrence at 5 and 10 years) and conditional life expectancy
estimates will be derived - Completed

Task lb (new) Toxicities database from literature of published cooperative group trials -
Completed

Task Ic (new) Develop written patient background information on adjuvant therapy and
format to describe absolute benefits attributable to adjuvant therapy and conditional life
expectancy estimates - to be completed by 9/1/99

Task 2 Finalize pre and post viewing questionnaires to capture patients'
preferences, comprehensibility, satisfaction with decision and other standard measures
(quality of life, Profile of Moods State) - Completed

Technical Objective 3: Viewing of Revised SDP with Pre and Post Assessment Tools and Testing

on Patients with Early Stage Breast Cancer

Task 3 Enrollment of patients - 9/30/99 through 8/30/00

Technical Objectives 4-6: Analysis and Interpretation of Data

Task 4 Tabulate data from questionnaires, patient preferences, and download data
from SDP (levels of query). 8/30/00

Task 5 Statistical analyses on all pre/post tools. 8/30/00

Task 6 Recommendations for final revisions of SDP (remaking SDP outside scope
of project). Preparation of publication. 8/30/00
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Project 4
Collaborative Care Facilitation

Introduction
In Year 3, the Project 4 team improved and extended upon the work done in years 1 and 2.
Karen Sepucha developed and piloted new methods and metrics for Consultation
Recording, Jeff Belkora created a prototype decision support system, and Stephanie
Lamping developed a comprehensive training program that was used to successfully train
four BCC staff members in Consultation Planning.

We established the Program for Collaborative Care at the BCC and Consultation Planning,
the first service offering, is available for all BCC patients. The Oncology Roundtable
featured Consultation Planning in its Innovations in Breast Cancer Care as an example of
best practices for decision making in breast cancer care (appendix P). The BCC is
currently hiring a fulltime Project Manager for the Program for Collaborative Care to ensure
that we can provide these valuable services to patients at the BCC and continue to extend
and improve the offerings.

I. Metrics
A. Coordinate with other projects and cores regarding cost and other outcomes assessment.

During Year 3, Karen Sepucha met with investigators in the other cores and participated in
multiple meetings with others at the BCC to create a standard set of metrics for patients.
Karen used a subset of the health outcome metrics in the six-month follow-up for the
Consultation Recording pilot study.

B. Validate the UCSF Satisfaction with Consultation Scale and the OYM Decision Clarity
Scale.

During Year 3, Karen tested the OYM Decision Clarity Scale (DCS) and the UCSF
Satisfaction with Consultation Scale (SWC). Karen published a review of the survey in the
Community Breast Health Project's quarterly newsletter to solicit feedback from patients. A
reprint of the article is included (appendix Q).

The DCS survey is acceptable and reliable as determined by a sample of 60 breast cancer
patients. On average, the survey took less than 5 minutes to fill out. The survey was highly
acceptable to patients with less than 1% missing data. The responses were well distributed
across all response categories indicating a lack of a floor or ceiling effect. The survey meets
the standards for reliability (Cronbach's alpha >0.70), with an alpha coefficient of 0.77.

The SWC survey is acceptable and reliable as determined by a sample of 30 breast cancer
patient. The SWC is short and easy to administer. It is highly acceptable to patients, as
indicated by less than 1% missing data and a lack of floor or ceiling effect. The survey is
highly reliable as measured by a Cronbach's alpha of 0.9.
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II. Facilitation Processes
A. Advance the theory of Consultation Recording.

By November, we had recruited 24 patients and closed the pilot study. After completion
enrollment, Karen focused her efforts on analyzing the data and publishing the positive
results. Karen wrote up a comprehensive account of the methods, metrics, theory and pilot
results for her dissertation in March. An abstract from the study was accepted for a poster
session at the Annual Conference of the American Society for Clinical Oncology (ASCO) in
April. In addition, Karen and Dr. Esserman presented the study results at Surgery Grand
Rounds at UCSF/Mt. Zion in April. Finally, she completed a manuscript on the
Consultation Recording pilot study and submitted it to a leading medical journal in July.

To supplement the pilot data, Karen administered a six-month follow-up program in which
she achieved 75% response rate from patients. This data has been analyzed and an abstract
has been accepted for a poster session at the 2 2nd Annual San Antonio Breast Cancer
Symposium.

In Year 3 we focused on getting the research ready for publication, and in Year 4, we plan
to create training modules to supplement the Consultation Planning training program, and
extend the Consultation Recording services to larger population of physicians. A copy of
the ASCO abstract is included (appendix R).

B. Integrate Consultation Planning and Recording with OnTRAC (Oncology Treatment
Risk Analysis Clarification) assessments.

Stephanie Lamping created a comprehensive training program for Consultation Planning.
Using the materials, we trained four fulltime employees at UCSF in the methods. These
Consultation Planners are able to offer these services to all patients at the BCC during the
week. In addition, we used the program to train nurse coordinators at the University of
Utah Hospitals and Clinics and the Kaweah Delta Cancer Care Program and volunteers at
the Community Breast Health Project.

The OnTRAC system prototype is still waiting for the data in order to move forward. As a
result we are too early in the product development to create a training program.

III. Decision Analysis Methods
We developed a prototype OnTRAC (Oncology Treatment Risk Analysis Clarification)
decision support system for breast cancer. The system has five core areas: Demographics,
Health State Definitions, Preferences, Treatment Risks, and Analysis. Demographics
section provides the interface between the patient database and OnTRACs evidence-based
predictive model. Health State Definitions area helps patients clearly describe what they
mean by good, average and poor health states. Preferences section quantifies each patient's
attitude toward time'tradeoffs with their health states. Treatment Risks area physicians use
research and data to quantify the patient's chances of achieving the health states. Finally,
Analysis calculates which treatment offers the best prospects for health based on the
patient's preferences and the medical evidence.

We have included screen shots from the pilot of the ONTRAC software (appendix S) in
order to provide a feel for the software and interface. Moving forward, we need to wait
until the CQI Core and the Informatics Core have prepared the database of patients so that
we can populate the Demographics section. Once the database is ready, then we can test the
system in a pilot study and work to integrate the service into our current offerings. In
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addition, we will benefit from the results found in Project III through incorporating more
meaningful ways of presenting risk to patients.

Changes to Statement of Work/Personnel

We made a few changes to the statement of work for Year 3. First, the development of the
OnTRAC system was put on hold due to the problems encountered by the CQI Core in
securing and preparing the patient database. Second, we also held up spreading the use of
Consultation Recording methods with other physicians in favor of preparing publications
and getting a good understanding of the data and what we could learn from the pilot study.

In May, Stephanie Lamping ended her participation on the project in order to get married
and move to Michigan. She contributed greatly to the Consultation Planning training and
handed off the training materials to Jeff and Karen. She might be available in the future to
participate in training seminars and publications.

Conclusion
We had another successful year developing and implementing methods for Collaborative
Care Facilitation at the BCC. In particular, we have a comprehensive training program for
Consultation Planners, we have positive results from a pilot of Consultation Recording
methods, and we have trained personnel handling Consultation Planning for any BCC
patient.

Moving forward our biggest challenge is to identify personnel to continue extending and
implementing methods and tools for collaborative care at the BCC.

Plan for Year 4

Due to the solid foundations that have been laid in Years 1-3, we plan to withdraw from the
project in Year 4 in order to allow the BCC to hire a fulltime person to manage the Program
for Collaborative Care. This person's job will include overseeing the Consultation Planning
services and developing Consultation Recording and other collaborative tools for use at the
BCC.
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Project 4

Statement of Work, Year 3

The goal of Project 4 is to improve the quality of medical decisions in the treatment of breast
cancer. To do this, we focus on improving the quality of medical consultations between breast
cancer patients and physicians. We have created tools and metrics to help patients prepare for
upcoming consultations, and most recently, recently tools for patients and physicians to manage
consultations. These tools improve communication and understanding between patients and
physicians through structuring the conversations. Our approach to developing these tools is to
engage patients and physicians in the design and implementation. In this way, we can be sure that
the interventions we create actually help those they are intended to help. This report documents the
progress that we have made developing new interventions, testing and refining validated
interventions and highlights directions for future research.

1. 1998-1999 Project 4 Workplan

Collaborative Care Facilitation requires quality assurance metrics, facilitation processes, and
decision analysis methods. On Your Mind's purpose in our Project 4 subcontract is to conduct the
basic research and development that will advance the state of the art in these three areas. Dr. Jeff
Belkora will direct this effort, at an overall level of 23 days (10% time). Karen Sepucha will staff
the project at a level of 76 days (33%), along with Stephanie Lamping at 58 days (25%). All staff
will require a few additional days, not on these tasks, for coordination.

I. Metrics
A. Coordinate with other projects and cores regarding cost and other outcomes assessment.

"* Coordinate with Project 3 - review metrics and subject population for overlap in recruiting
patients (Sepucha: Due 1/31/99)

"• Coordinate with Informatics - coordinate automated data collection especially new patient
intake, review potential to generate medical history for patients, link with OnTRAC system
(Sepucha, Belkora, Lamping: Due 3/1/99)

* Coordinate with Psychosocial - review health related outcomes, stress, etc. and link with
collaborative care patient population (Sepucha, Lamping: Due 6/1/99)

"* Design health outcomes metrics for CCF (Sepucha, Lamping: Due 9/30/99)

"• Deliverables: suite of outcome measures for Collaborative Care Facilitation.

B. Validate the UCSF Satisfaction with Consultation Scale and the OYM Decision Clarity Scale.

9 Report on validity of OYM Decision Clarity Scale for CBHP newsletter (Sepucha: Due
10/15/98)

* Report on validity of UCSF Satisfaction with Consultation Scale for a (CBHP) newsletter
(Sepucha: Due 11/31/98)

9 Report on reliability of OYM Decision Clarity Scale and UCSF Satisfaction with Consultation
Scale (Sepucha, Lamping: Due 11/31/98)

* Prepare accounts for peer-review publication (Sepucha, Lamping: Due 3/31/99)

* Deliverables: Research reports, submitted for publication, accounting for the validity and
reliability of OYM Decision Clarity Scale and UCSF Satisfaction with Consultation Scale.
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II. Facilitation Processes
A. Advance the theory of Consultation Recording.
9 Report on pilot study for CR (Sepucha: Due 12/15/98)
9 Collaborate with new patient coordinator on medical doctor preparation for consultations

(Sepucha: Due 1/31/99)
* Expand use of Consultation Recording methods with new surgeons and other medical doctors

(Sepucha: Due 3/1/99)
* Report on Consultation Recording methodology (Sepucha: Due 3/1/99)
* Import method to tumor board (Sepucha: Due 6/1/99)
* Develop generic training module for physicians and facilitators (Sepucha 9/30/99)
* Deliverables: Research reports, submitted for publication, connecting Consultation Recording

to theories of Critical Reflection; in-service training for Tumor Board participants.

B. Integrate Consultation Planning and Recording with OnTRAC (Oncology Treatment Risk
Analysis Clarification, see Arthur Vining Davis workplan) assessments.
"* Provide training in Consultation Planning methods (Lamping: Due 12/15/98)
"* Train Consultation Planners in Consultation Recording method (Sepucha: Due 4/1/99)
"* Coordinate with Jerry Miller to develop OnTRAC assessment training materials (Belkora,

Lamping, Sepucha: Due 4/1/99)
"* Integrate training modules into a single training program (Belkora, Lamping, Sepucha: Due

6/1/99)
"* Deliverables: Instruction manual for Collaborative Care Facilitators.

Decision Analysis Methods

* Populate OnTRAC with outcomes data prepared by the CQI Core.
* Develop preference- and evidence-based risk assessment tool (Belkora, Lamping: Due

12/31/98).
* Design pilot study and obtain IRB approval (CQI Core).
* Oversee the provision of Consultation Planning, Consultation Recording and preference- and

evidence-based risk assessment to 10 pilot study participants (Belkora, Sepucha, Lamping, &
CQI Core: Due 6/30/99)
Report on pilot study findings to Department of Defense Grant participants (Belkora, Sepucha,
Lamping: Due 9/30/99)
Deliverables: a pilot study of 10 patients whose care is facilitated by the application of
Consultation Planning and Recording followed by quantitative risk analysis.
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PILOT A

Introduction

As we near the end of year three, the objectives of Pilot A continue to be to increase patient
enrollment on clinical trials by informing minority and other women and their caregivers about
trials and improving access to information about clinical trials in breast cancer. We have
accomplished technical objectives 1-5 and completed a survey of 150 patients who are at a point in
the clinical pathway where they are typically eligible for clinical trials. This required the
development and use of our Patient Tracking System database to identify patients who were
eligible to receive our survey. This database is updated weekly, and provides the staging
information necessary to identify patients' eligibility for clinical trials. Seventy five clinicians
from the San Francisco Bay Area specializing in breast cancer care also completed a separate
survey. These surveys examining barriers and facilitators of clinical trials covered several domains
(beliefs/attitudes, trial design, toxicities, cost, convenience and trials in alternative medicine), and
have been presented in abstract form (Tripathy D, Patel K, Brown B, et. al.: Physician and Patient
Barriers to enrollment on breast cancer clinical trials. Proc Am Soc Clin Oncol 17:178A, 1998 --

enclosed with last year's report). A manuscript is in development. We have expanded task 5 to
include a modified patient survey regarding clinical trials for use over the Internet. After patient
advocates and patients reviewed our pilot questionnaire, we revised the survey and resubmitted to
the Institutional Review Board for approval. Having received approval to use the questionnaire on
the website, we have converted to an html format and are ready to add it to the Breast Cancer
Clinical Trials website (see appendix T). A secondary questionnaire for individuals without breast
cancer has also been developed which will allow us to gather demographic information as well as
attitudes toward preventive, complementary and alternative medicine. Responses will be
downloaded from the Web page server and analyzed.

Technical Objectives 6-8: Education and Outreach Tools
Task 6: Months 12-18: Develop written and oral material for patients and caregivers. Arrange and
post seminars.
Task 7: Months 15-18: Distribute caregiver and patient written material. Place written material on
the Breast Care Center Home Page.
Task 8: Months 18-36 Seminars for caregivers and patients.

Progress Report:

Task 6
We have used our Patient Tracking System database to identify patients who were eligible to
receive our survey of patients' opinions regarding barriers to clinical trials. This database is
updated weekly, and provides the staging information necessary to identify patients' eligibility for
clinical trials. We have administered, received and tabulated the results of 150 patient
questionnaires, and the resulting abstract was published in the Proceedings of ASCO, 1998. The
final manuscript based on this abstract is ready for submission to the Journal of Clinical Oncology.
After patient advocates and patients reviewed our pilot questionnaire, we revised the survey and
resubmitted to the Institutional Review Board for approval. Having received approval to use the
questionnaire on the website, we have converted to an html format and are ready to add it to the
Breast Cancer Clinical Trials website. A secondary questionnaire for individuals without breast
cancer has also been developed which will allow us to gather demographic information as well as
attitudes toward preventive, complementary and alternative medicine. We continue to update and
make available to physicians at the Breast Care Center the Clinical Trials Flow Chart which lists all
ongoing clinical trials here at the Center. This chart is also accessible from our website. A
Protocols Book has recently been completed which outlines all clinical trials at the BCC according
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to objectives, eligibility and consent and is available to all physicians at the Center. We are
continuing monthly clinical trials updates to caregivers during weekly Tumor Board and are
making clinical trials lists available to care providers in the community. A new, comprehensive
Glossary has been added to our website, as well as a Bibliography section which includes
informative articles that relate to the monthly Forum topic. We present updated information on
protocols at monthly meetings in the Breast Care Center as well as via mailed booklets in addition
to Internet listings.

Task 7
During the third year we began our outreach seminars which include a slide presentation in
English, Spanish or Russian, depending on the patient population. In addition to the presentation
on clinical trials, educational materials which we have developed or appropriate materials
developed by others are distributed at these gatherings. A talk entitled "Excluded No More: Why
Participating in Clinical Research is Important for You and All Women" was presented at Women's
Health 2000, UCSF on March 20, 1999, utilizing materials developed by this program. We hope
that the information we elicit from these gatherings will lead to the design and initiation of trials
which will be of greater interest to patients, so that we may increase participation in subgroups
with traditionally low recruitment. We continue to distribute posters and brochures (developed in
the second year) to mammography centers, senior centers, support groups, clinics, and resource
centers.

Task 8

The Bay Area Breast Cancer Forum continues to be a very popular part of our outreach. Our
gathering of health care providers, patients, advocates, families, and interested public and staff
meets monthly from October to June discussing current topics in breast cancer research. Dr. Debu
Tripathy is the moderator. We host approximately 45 people for dinner and discussion, with a
mailing list of 350. A direct outgrowth of the Forum was the December 1998 moderated panel
discussion entitled "Beating the Odds of Breast Cancer: How Can Research Help?". The panel
consisted of a physician, two minority health care representatives, a patient advocate/breast cancer
survivor, and an ethicist. It addressed the barriers to clinical trials for diverse and underrepresented
populations of women The discussion was lively and informative. It was videotaped for use
throughout the community to further our educational outreach program. To date, 14 copies of the
video have been sent to community agencies as part of their individual programs to foster clinical
trials. We discussed the video at the Minority Health Research Panel, sponsored by the Cancer
Information Service at the County of Alameda Conference Center on April 23, 1999 (appendix U).

The Breast Care Center Clinic Trials Website (http://bcc-ct.his.ucsf.edu) continues to grow in
content and interest for the community. It includes Forum minutes, monthly newsletter articles,
comprehensive listing of USCF/BCC Clinical Trials, comprehensive glossary, and annotated
websites of interest. It provides links to major breast cancer sites: Cancerlink.com,
www.acor.org/Cancerlist, www.comprehend.com/Cancerlist, www.saklan.com/Cancerlist. We
have also been listed on major search engines like AltaVista, Yahoo!, Snap.com, aol.com,
InfoSeek, and WebCrawler, etc. Our newest additions are the two new on-line patient
questionnaires for breast cancer patients and those without cancer diagnosis. As an extension to
this aim (under separate funding) we are initiating an Internet-based mechanism for patients to
match themselves to available clinical trials. Patients (in some cases with volunteer help) would
access the Web site and fill in the patient query forms fields of key patients and disease variables.
Protocols from an increasing number of sources (initially UCSF, then PDQ, then others) would be
embedded along with eligibility criteria and a search engine developed for matching patients based
on their eligibility (and search restrictions such as "non-chemotherapy"). Drill down options for
more protocol details and contact information will be available for all protocols. We are finalizing
the fields (matching them to NCI-mediated emerging database standards) and have begun
fundraising for this project and we plan for this effort to be spearheaded by patients and patient
advocates with the guidance of our Center.
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Conclusion
We have completed an assessment of barriers to clinical trial enrollment from both providers and
patients, and have analyzed the data and written a manuscript to determine important barriers as
they pertain to specific care providers/patients subsets. Our education and outreach program to
patients and care providers is continuing more broadly than originally planned. We are focusing
our efforts on minority outreach by creating and distributing flyers, posters and brochures to
physician offices, mammography centers, support groups, anywhere that our target audience may
see them. We have participated in community panels to provide broad exposure to our outreach.
We have created a website which is linked to many breast cancer information and support sites
where patients and families can get information regarding ongoing clinical trials at UCSF. Evening
information forums will continue, with additional slide presentation evenings devoted to the
importance of clinical trials for the underserved in our communities. As our baseline clinical trial
enrollment is already more than double the national average, we are in need of these expanded
programs to further improve this number, and to provide us with the information we need to
develop trials that are more interesting and relevant to patient concerns.

Presentations:
1. A talk entitled "Excluded No More: Why Participating in Clinical Research is Important for You
and All Women" was presented at Women's Health 2000, UCSF on March 20, 1999.
2. December 1998 moderated panel discussion entitled "Beating the Odds of Breast Cancer: How
Can Research Help?". It addressed the barriers to clinical trials for diverse and underrepresented
populations of women. It was videotaped for use throughout the community to further our
educational outreach program. To date, 14 copies of the video have been sent to community
agencies as part of their individual programs to foster clinical trials.
3. "Update on Research Resources", presented at the Minority Health Research Panel, sponsored
by the Cancer Information Service at the County of Alameda Conference Center on April 23, 1999.

Technical Objectives 9-12: Measure Outcomes of Intervention

Task 9: Months 36-40: Mail and surveys. Tabulate results. We plan to initiate this in October,
1999 on schedule. We will use our current system to again identify patients at a point where they
are typically eligible for clinical trials. Care provider surveys will again be mailed.
Task 10: Months 36-48: Reinitiate collection of tracking data of new patients. Additionally, after
50 responses, we will begin to analyze the demographic data received from the website
questionnaires
Task 11: Statistical analyses.
Task 12: Formulate recommendations, publication of results.
Finally, we will measure attitudes of both patients and care providers as well as actual clinical trial
accrual in the final year of the project. Analysis with respect to trends based on the interventions
will then be possible. We will also seek out reasons for trends that may be due to extraneous
factors such as changes in protocol portfolio and other facilitators not related to the interventions in
this project.
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Year 3

Conclusion

The challenges of integration are many. Keeping the faculty communication clear and the desire
for group success among a growing staff strong requires constant attention. All of our programs
are of great value individually, but the integration of every segment is challenging. We are learning
to reorganize and consolidate information to avoid overload. We are striving to streamline care and
offer cutting edge trials and innovative communication tools, as well as to measure the value of
what we do. To accomplish all these goals at the same time is not an easy task. The solution we
are piloting is to measure some things some of the time, rather than trying to measure the impact of
each tool all of the time.

Finally, finding the proper combination of data elements for the patient follow-up program, where
we are capturing medical outcomes, psychological outcomes, and complications of interventions in
a routine manner, is essential, but quite difficult. It is especially important to have outcome data on
the different domains: physical function, social function, biological function (recurrence), and
psychological function, if we want to assess the impact of our life-style and collaborative care
interventions. This is a priority for us, and we are piloting these measures now. We hope to have
an extensive baseline that will enable us to determine a minimal set of information to collect for
programs that are interested in tracking these outcomes.

Another challenge has been to identify the true costs of running an interdisciplinary program in a
large, merged medical center environment. The health care environment is constantly changing and
therefore poses great obstacles to developing stable models for cost, independent of departments or
hospitals reimbursements. We are halfway through this model and intend for this to be complete
and able to generate useful monthly data by the end of the grant period.

We have enjoyed our work this year and look forward to completing the tasks we have set forth.
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DOD GRANT DAMD 17-96-1-6260

LIST OF KEY RESEARCH ACCOMPLISHMENTS
AND REPORTABLE OUTCOMES

FOR YEAR 3, ENDING AUG. 14,1999

KEY RESEARCH ACCOMPLISHMENTS

Project 1:
"* Completed recruitment for this project. Four hundred eighty-eight women agreed to

participate and have completed the baseline telephone survey.
" To date, 312 women have completed the follow-up survey (follow-up response rate 84.6% to

date).
"* The development of the data entry database has been completed and has been in use.
"* We have begun some preliminary data cleaning on the data from the baseline telephone

survey. The final analysis will be initiated once the follow-up survey and the medical record
abstraction is complete. Preliminary data from the baseline survey has been reported in table
form.

Project 2:
"* Performed a pilot comparison of two 12-week breast cancer coping interventions suggesting

that, while a semi-structured support group was satisfactory to participants, an intensive
lifestyle change and support program emphasizing psychospiritual issues was better received.

"* Determined that positive coping styles correlate positively with optimistic tendencies and
negatively with feelings of helplessness, hopelessness, and avoidance.

"* Research resulted in approval as a practicumn site for the California School of Professional
Psychology-Alameda. We were also approved as a clinical rotation site for Psychiatry
residents at both UCSF and CPMC.

Project 3:
* Developed artificial neural network regression model to provide individual post surgical

patient continuous probability disease-specific predictions of survival and recurrence.

Project 4:
* Expand the use of Consultation Recording methods: Based on promising results of

Consultation Recording from the pilot study published in a leading peer-reviewed journal
(JCO), we expanded the use of collaborative care facilitation. Currently, two surgeons and
four oncologists in the Breast Care Center use collaborative care facilitation in their
consultations.

Pilot A:
* Administered, received and tabulated results of 150 patient and 70 physician questionnaires

regarding attitudes and barriers to clinical trials.



REPORTABLE OUTCOMES

Manuscripts

Project 1:
Ljung BM, Drejet A, Chiampi N, Jeffrey J, Chew K. Diagnostic Accuracy of Fine Needle
Aspiration Biopsy is Determined by Physician Training (in submission)

Project 2
* Cotton, S.P., Levine, E.G., Fitzpatrick, C.M., Dold, K. H., & Targ, E. (in press). Exploring

the Relationships among Spiritual Well-Being, Quality of Life, and Psychological
Adjustment In Women with Breast Cancer. Psycho-Oncology (in press).

Abstracts

Project 2
"* Carey, M. S., Levine, E. G. Hoffman, D., Zelman, D., & Hardin, K. (1999). Coping styles of breast

cancer patients and spouses: The effect on patient's psychological well being and quality of life.
Annals of Behavioral Medicine, 21 (Suppl.), 132.

" Fitzpatrick, C. M., Targ, E., Cotton, S. P., Dold, K. H., & Levine, E. G. (1999). Psychological
adjustment, spirituality, and "New Age Guilt" in women with breast cancer. Annals of Behavioral
Medicine, 21 (Suppl.), 138.

"* Eckhardt, J. R., Levine, E. G., Targ, E. F., Zelman, D., & Ruzek, J. (1999). Coping style and PTSD
symptoms among women with primary breast cancer. Annals of Behavioral Medicine, 21 (Suppl.),
46.

" Levine, E. G., Fitzpatrick, C. M., Eckhardt, J., Cotton, S., & Targ, E. (1999). Factor analysis of the
Mini-Mental Adjustment to Cancer Scale in women with breast cancer. Annals of Behavioral
Medicine, 21 (Suppl.), 156.

Levine, E. G., Targ, E., Stone, B. M, & Kronenwetter, C. (1999) A comparison of complementary
and traditional psychosocial treatment for breast cancer. Annals of Behavioral Medicine, 21 (Suppl.),
156.

Zelman, D., Levine, E. G., Hoffman, D., Olkin, R., & Carey, M. (1999). Family interaction models
of coping in chronic illness: From research to intervention. Annals of Behavioral Medicine, 21
(Suppl.), 104.

Project 4:
* Sepucha K, Belkora J, Tripathy D, Esserman LJ. Consultation Recording Methods to

Improve Collaborative Decision-Making in Breast Cancer. American Society of Clinical
Oncology's Annual Conference May 1999, abstr 1621.



Presentations

Project 2:
"* Targ, E. Lecture presentation at University of Florida Arts and Medicine Program, February, 1999

"* Targ, E. Lecture presentation at the Twentieth Annual Conference of the Society of Behavioral
Medicine, March 1999.

"a Targ, E. Lecture presentation at American Psychiatric Association, Washington DC, May, 1999

"* Targ, E. Lecture presentation at Congress of Comprehensive Cancer Care, Washington DC June,
1999

"* Targ, E. Lecture presentation at Institute of Noetic Sciences Annual Conference, Orlando, July 1999

Pilot A:
"* Talk entitled: "Excluded No More: Why Participating in Clinical Research is Important for

You and All Women", presented at Women's Health 2000, UCSF, March 20, 1999.
"* "Update on Research Resources" presented at the Minority Health Research Panel in

Alameda, CA. on April 23, 1999.
"* Ongoing monthly Bay Area Breast Cancer Forum to educate researchers, healthcare

providers, patients, families and advocates about advances in clinical trials.

Products/Informatics

Project 3:
a Developed patient specific booklet which will be automatically customized by computer

program to include: prognosis predictions, breast cancer background information, treatment,
and the latest information on clinical trials.

. Pre- and post-viewing questionnaires have been finalized.
6 New patient survey which gathers quality of life and demographic information has been

developed.
a Toxicity tables for side effects of chemotherapy and hormone therapy have been finalized.

Pilot A:
"* Modified patient survey which gathers demographic data as well as attitudes toward

preventive and complementary medicine has been placed on the Clinical Trials Website.
" Breast Care Center Clinical Trials Flow Chart continues to be updated and made available to

physicians and is on our website.
"* Continuing monthly clinical trial updates to caregivers during weekly Tumor Board and

making clinical trials lists available to care givers in the community.
"* Comprehensive Glossary has been added to the Website.
"* Slide presentation seminars presented in English, Russian and Spanish with posters and

brochures developed in year 2 distributed at these gatherings.
"a Videotape of moderated panel discussion entitled "Beating the Odds of Breast Cancer: How

Can Research Help?", addressing barriers to clinical trials for diverse and underserved
populations of women, has been distributed to community agencies.



Degrees Obtained

Project 2:
a Janelle Eckhardt, Ph.D., Clinical Psychology, California School of Professional Psychology-

Alameda, CA. Dissertation: "Coping Style and Symptoms of Post Traumatic Stress Disorder
Among Women With Primary Breast Cancer."

a Sian P. Cotton, Ph.D., Clinical Psychology, California School of Professional Psychology- Alameda,
CA. Dissertation: "Exploration of the relationship between spirituality and quality of life in women
with breast cancer".

Cory. M. Fitzpatrick, Ph.D., Clinical Psychology, California School of Professional Psychology-
Alameda, CA. Dissertation: "Re-examining the construct of fatalism in women with breast cancer:
Stoic resignation versus spirituality focused acceptance.

Project 4:
* Karen Sepucha, Ph.D. in Engineering-Economic Systems and Operations Research, Stanford

University. Dissertation: "Consultation Recording Methods to Facilitate Collaborative
Decision Making in Breast Cancer."
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La~ura J.Esserman,MDMB
Director, Carol Franc Buck Breast Care Center

Welcome to the first issue of Breast CARE Center Newsletter, the newsletter of the Carol Franc Buck Breast
Care Center at the UCSF Cancer Center. Many of you have asked for a summary, of the most important

news in the field of breast cancer. You've also asked to be informed of new-programs at the BCC. In response,
we have created this publication, which we will send out twice a year. Each issue will include summaries of,

important studies, programs and seminars at our Center, a Question & Answer column ("Analyze This!"), and
various information of interest to our patients.

This issue features a review of last year's most newsworthy breast cancer research findings. Debu Tripathy
summarizes the news from the San Antonio Breast Cancer Conference, featuring updates on Tamoxifen and
Herceptin. Henry Kuerer reports findings from a study on Neoadjuvant Therapy in which he was involved, and

Stanley Leong explains the importance of the sentinel lymph node. Other articles c6ncern clinical trials and our
own research.

We hope you enjoy the information in this newsletter. Your feedback is very much appreciated -- for suggestions
and comments please contact the editor sarah-paris@quickmail.ucsf.edu / phone (415) 885-7323. Thanks!

HEALING TILES & STORY GARDEN
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IN

&VEWS THE CHALLENGEOF DCIS

Laura Esserman. MD, MBA
The drug Taoxifen has been) making (excerptedfrom a talk at Women's Health
headlines in the last year. The good news is Grand Rounds at UCSF/Mt. Zion)
that Tamoxifen will reduce the short-term
risk of getting breast cancer and the chan ce
of a DC:S recurrence, as well as breast cancer The diagnosis of DCIS (ductal carcinoma in situ) is increasingly
in the opposity breast (see Debu Tripath/sKdet odysavned amgaui ehooaril npage6). .Howeverit alsio • leads .. to a ?- common due to today's advanced, mamnmogralphic technology.

sarl increase o n pa he rs Howeverit e cal neas oi a DCIS is microscopic cancer, confined to cells lining the milk ducts•. [ small inc~reae :in. the risk of uterine ane • in ;•

woman who are post-menopausal. The ; . ,- of the breast. While it is non-invasive, a significant proportion (30-
important lesson here is one we have learned 50%0) will probably progress to invasive cancer, if left untreated.
throughout breast cancer reseaf•ch•. The The current therapy, which is generally the same as for invasive
relative benefit is not nearly as zimportanrt as cancer, 'is effective but traumatic and expensive. For many patients,
the absolute benefit. Whiile tanioxfw cn therapy other than surgical excision is prjobably unnecessary. The
reduce your risk of getting breast cancer, in problem is, we have no clear idea which ones. The challenge is to
either breast or at -a metastatic site, you establish a framework for decision-making that, allows treatment
mu:st understand your original risk and tailored to the different types of DCIS and the extent of the disease.
how much benefit this treatment ywill *:Individual risk can then be matched to treatment recommendation.

The table below shows some of the statistics:

The same applies in. rdlation to the news
about prophylactic masectt•my.! 4A 5-10 YR RISK OF RECURRENCEAFTER LUMPECTOMY
report' Lo-grade DCIS Hitgrade** DCIS
that prophylactic mastectomyNoFrhrTetet oraeCSHira**CI
reduced the risk of getting breast 10% (5%*) 25% (12.5%)
cancer by over 90%. Again, how With Radiation 5%1(2.5%) 12%(6%)
much benefit you would, receive With Radiation & Tamoxifen 5% (1.5%) 1% (4-5%)
from such a procedure would 3%oxe (1O%) 8-0%(45%
depend on your risk. If you have Tamoxifen Only* 5% (2.5%) 12-15% (6-7%)
a hereditary mutation for breast Mastectomy 1% 1%0
cancer, and your lifetime risk of risk/or recurrence to be invasive cancer.

developing breast cancer is ** risk/or low-grade DCIS may eventually be as high as/or high-grade DICS, but only after
10-20years.

...........somewhere between 60. and .. Tamoxifen also reduces the risk ofbreast cancer in the opposite breast from 5% to 25%.

85%, a 90% risk, reduction
would be far more important ' ,; The margin of normal tissue around the DCIS should also be a
than if your lifetime risk is I tor for desision-making (NEJM 1999). -

somewhere around 5%. A Dilemma I ecomes an Opportunty

"Another drug in the headlines .Iijother factor in DCIS is that because the cancer is not invasive,S... was Taxol, ,which promises a.. . ... ....... • r i..
was relatove which prmiss t a iere is no urgeny to intervene. This presents us witha window of
20% relati .reduction .. in th .>:,, >•0pportunity to try out novel strategies, such as vaccines. Over half
-risk " of recurrence, especially if. of • ' '"P' DCIS lesions over-express a genetic marker, the HER2/neu

i-i: ' the •tumor is haormone-receptor::: •";•& :- . .. •, ., .. ,,,th....-h n.roncoprotein. These lesions are the most likely to progress to
early, ande wet ial rhesar moi-re . ' invasive cancer in the first five yeats after diagnosis, if treated only

about them in the next years. with lumpectomy. In my laboratory at the Cancer Center, we are in
Once again, 'it is not the relative the process of testing various potential HER2/neu vaccines. We are
risk but the absolute risk 'reduction planning.to start a phase I1'I clinical tri•l next Spring to test a cell
that is important. This is something vaccine currently being developed. Patients will be vaccinated and
you need to discuss 'with your followed for 3 months prior to surgical excision. We will use
physician, or you can brintg your Magnetic Resonance Imaging (MRI) to demonstrate the eittent of
questions to our monthly "office hours" DCIS before and after treatment to assess the efficacy of the
sessions (see page 9). m " vaccines. -



Henry M. Kuerer, MD
joined the Breast Care. Center last year after completing a fellowship in breast surgical oncology at
the MD. Anderson Cancer Center. He has a special interest in the surgical management of breast
cancer in women who have received chemotherapy before undergoing surgery. He is also strongly
committed to helping women who have just been diagnosed with breast cancer to make sound
treatment decisions based on their personal needs and to successfully adhere to the best and most
appropriate treatments for their conditions. Dr. Kuerer will be helping to organize new trials at the
Breast Care.Center for women with stage III breast cancer.

NEOADJUVANT CHEMOTHERAPY
ALLOWS FOR LESS RADICAL
SURGERY FOR BREAST CANCER

In a new study, we found that chemotherapy that is given before surgery (called "neoadjuvant
chemotherapy") sometimes caused the tumor in the breast to completely disappear. This could
potentially eliminate the need for radical surgery for these patients.

Until now, there has been limited research on a woman's response to neoadjuvant
chemotherapy.

The study was done between 1989 and 1996. A total of 372 women (median age 47 years)
with locally advanced breast cancer, who had noit undergone breast surgery, participated in two
clinical trials, during which they received four cycles of doxorubicin-based neoadjuvant
chemotherapy treatment. Forty-three women (12 percent) had no evidence of cancer after
receiving chemotherapy.

Says Dr. Kuerer: "Our study also found that the five-}•ear overall and disease-free survival rates'
were significantly higher for those patients with no evidence of cancer than for those women
whose tumors were not completely eliminated after receiving the neoadjuvant chemotherapy."
However, it's important to realize that there is still a risk of recurrence, even for patients with
no evidence of cancer after.neoadjilvant chemotherapy."

The advantage of neoadjuvant chemotherapy is not only that it shrinks the tumor and allows
for less radical procedures, but also that we can determine within three to four months to what
degree a patient responded to the chemotherapy that was given. If a woman does not respond
well to chemotherapy, we can start her on another treatment immediately, or we can proceed
with surgery.

Traditionally, chemotherapy has been administered to cancer patients after surgery, and doctors
had no way of determining for sure whether or not a particular treatment was actually effective.
The sooner the effectiveness of a. treatment can be assessed, the better a woman's chance of
survival.

Dr. Kuerer performed this study with a team of researchers at the M.D. Anderson Cancer
Center. The full results were published in the February 1, 1999 issue of the Journal of Clinical
Oncology (www.jco.org). U
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INTRODUCTION TO
THE PROGRAM FOR
COLLABORATIVE CARE
by Karen Sepucha, Ashley Parsons, and Carrie Sanders

The goal of our new Program for Collaborative Care is to ease communication between
patients and physicians so you can make better treatment decisions. The program has
several components: One is to make sure we know what is of griatest concern to you.
The next is to find better ways to communicate the'risks and benefits of various
treatments when there is. uncertainty. Treatment decisions can -be very comnplex and
confusing, so it is very important that communication between patients and physicians
is clear and concise. We are developing ways to strueture your consultation when you
have important decisions ahead ofyou, then give you a summary of the discussion uwhen
you leave.

Consultation Planning, the first step, is ready to be provided to our patients free of
charge. During a typical session, a Consultation Planner helps create a flow-chart
of a patient's questions and concerns. Patients then take a print-out with them to
their appointment to share with their doctor.

Over the past year, we have worked with 61 patients with breast cancer in
Consultation Planning sessions. Their ages ranged from 31 to 79, and their
diagnoses varied in severity from Stae 1 to Stage 4. These women were making
treatment decisions, such as on the type of surgery (including the type ol
reconstruction) and the type of chemotherapfy.

For example: Ms. A came to the BCC for a second opinion. She told us, I
scheduled an appointment here because I have gotten conflicting diagnoses, and I
do not know which information to trust. I am frustrated with the lack of

- coordination and communication among my treatment team." Ms. A was anxious
to -make a decision and move forward with treatment. She felt Consultation
Planning would help her communicate her priorities during her consultation at the

* BCC.

The figure below is the Consultation Plan we created for
Ms. A. Each Consultation Plan is a unique icture of

CONSULTATION PLAN what is on'an individual patient's mincd. Thýe arrows
R Dconnect related questions and concerns, and the numbers

SFOR DR. ESSERMAN AND MS. A reflect the priority of these items, according to this

I would like to make patent.
the decisions about Dr. Esserman reviewed the Consultation Plan before.

One surgeon treatment but want to One surgeon said" seeing the patient and during the consultation. "I like
r recommended strongly consider the that breast having a Consultation Plan, -because it helps me figure

mastectomy based doctor's opinion, conservation was out where the patient is and what is important to her. I
on the tumor size, an option for me cannot find these things in the medical chart". For any

S I amn confused with number of reasons, patients sometimes don't raise all of

the differin opinions, their concerns during their office visit. -

Do you A el I am a Whatever decisions you face when scheduling an
good cadate for a appointment,, a Consultation Planning session can help

lumpectomy? you prepare and stay focused duringyour consultation.
The Consultation Planners at the BCC are available for
appointments, which take between 45 and 60 minutes. _

I have concerns about the I want t26'aximize If you would like to schedule an appointment for a
side effects from radiation. my survjAal. I have Consultation Planning session before your next medical
Does it damage my lungs two yodqchildren. appointment, please cal the Front Desk at 885-3700.

and heart?
If you have questions about Consultation Planning or
wish to share an experience making decisions agout
treatment, p lease call -Karen Sepucha at (415) 885-7228

If breast c servation x2 or e-mail her at karen@onyourmind.com. Your input
is an op eiý, that's is appreciated!is what I wittfd choose.

a IOur fall newsletter will feature information about the next
step in Collaborative Care, Consultation Recording. *



ROLE OF SENTINEL LYMPH
NODES IN-BREAST CANCER
by Stanley P. L. Leong, MD., FACS

The sentinel lymph node received its name because it is the first node that is invaded by
metastatic cells. The concept of the sentinel lymph node has been well-studied in melanoma and
is now being applied to breast cancer. The standard treatment for patients with primary invasive
breast cancer is the surgical excision of the primary tumor, either through a lumpectomy or a
mastectomy, and the removal and dissection of all or most lymph nodes. However, this can result
in complications for the patient, such as lymphedema (swelling) of the arm. If an analysis of the
sentinel lymph node proves to be a reliable indicator of whether or not metastatic cells have
progressed as far as the lymphatic system, then the removal of further lymph nodes could be
avoided.

At the Breast Care Center, the sentinel lymph node program began in January of 1998. Our goal
is to decrease post-operative problems for women who do not need an axillary lymph node
dissection, yet provide appropriate treatment for those who have sentinel lymph nodes involved
with disease.

Reference: Leong SPL. The role ofsentinel lymph nodes in human solid cancer. In: DeVita, VT Hellman S and Rosenberg SA.
eds. Cancer Principles and Practice of Oncology Updates Vol 12(4). Philadelphia: Lippincott-Raven; 1998:1-12.

IN
THE-

N EWS THE BONE MARROW CONTROVERSY

Early study results show that undergoing bone marrow transplantation does not appear to improve
the survival of women with metastatic disease. There may be a group of women with a great
response to chemotherapy that might benefit; this needs to be looked at in the context of a clinical
trial. For women diagnosed with stage 11/111 disease (many positive nodes), bone marrow
transplantation seemed to improve survival modestly, in the range of 7%. However, this came at a
cost: the complications were significantly higher; in the largest trial, the mortality was high (7%).
The critical factors that determine complications are the combination of drugs (regimen) used for
the transplant, and where it is performed. At very experienced, high-volume treatment centers,
trials show a mortality of 1% or less.

Bone marrow transplantation cannot be considered the standard of care for women with high-risk
- or metastatic disease; but further investigation will continue through clinical trials at high-volume

centers with demonstrated low mortality rates. In our next newsletter, we will devote a longer
-article to bone marrow transplantation.

More on Bones: Clodrona'te, a bisphosphonate drug.that promotes bone growth and prevents
bone destruction, may also-reduce the risk of developing new bone metastases, as shown in 2 out of
3 recent European studies.' Results from one of the studies suggest that it might-even reduce the
.isk of developing other metastases. These studies are controversial, but extremely intriguing, and
will be followed up by national trials. This is a very exciting new area of research, and we will keep
you updated on further developments. U
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THE-i/ OKSHELF
&... .. H . L, Debu Tripathy, MD

Director of Clinical Research
& Breast Oncology .
Carol Franc Buck Breast Care Center

"ADVANCES IN RESEARCH

Several important advances were covered at the San Antonio Breast
Cancer Symposium held in December of 1998.

Tamoxifen

Findings from the NSABP P01 Prevention Trial now confirm that
in the short term (over about 5 years), patients who are at high risk
for getting breast cancer can reduce-their risk by almost one half by

T taking 'tamoxifen. Based on this information, the Food and Drug

This newest edition of Mus. Mayer's Administration has approved tamoxifen as 'a. drug that can lower

book •Advanced Breast Cancer: A the short-term incidence of breast cancer.

Guide to Living with Metastatic It is important to recognize that tamoxifen may not in reality be
Disease" (formerly entitled: Holding preventing cancer. In the opinion of most scientists, breast cancer
Tight• Letting Go) is reissued as takes as many as 5 to 15 years to develop. Therefore, it is likely
part o a that what tamoxifen is doing is actually treating established breast
Centered Guides". And indeed, cancers that are microscopic and undetectable.
this is an excellent resource for
patients and their care-givers, There are many questions about the long-term effects of tamoxifen

>< with much practical prevention and the optimal time for a woman to take it. Trials
information, sound advice, showed a higher risk of uterine cancer, blood clots. and the
and many stories of real development of cataracts, especially in women over 50. So even
patients and their experiences. though tamoxifen can now be prescribed as a "prevention" drug, it

remains unclear for which women the benefits of the treatment
While many other books on will actually outweigh the risks.
bragtoca ncerents on n There is a trial planned to compare tamoxifen to raloxifene as a

the issue of being a preventive agent for breast cancer. Raloxifene has the. advantage
* " survivor", this book that it may not increase the risk of uterine cancer.

acknowledges the reality that HER2/neu
for some breast cancer
patients, the disease will Reports in San Antonio included further information on the
reoccur. All aspects involved HER2/neu genetic marker and its use to identify who might
in such a recurrence are benefit from different types of therapy -- hormonal or
covered• .he, h including chemotherapy -- for early stage breast cancer.

ping with thed. 'dews, dng Patients whose tumors overexpressed HER2/neu (i.e.., made'high
informed treatment decisions,
managing side effects, getting amounts of the protein encoded by the HER2/neu gene) seem to
.emotioalsu~pport[ ad finding .benefit more from the chemotherapy Adriamycin. 'A stildy of

•- new-ways to keep hope alive and older women compared tamoxifen alone to a regimen of tamoxifen

discover meaning in adversity-. and Adriamycin-containing chemotherapy. Results suggested that
only patients whose tumors overexpressed HER2/neu obtained
significant benefits from the addition of chemotherapy.



Herceptin

Further presentations included an update from the clinical trials using Herceptin, the HER2/neu
antibody. In one trial, women received Herceptin as the only treatment if they had metastatic
breast cancer which overexpressed HER2/neu and which had progressed after one or two
chemotherapy regimens. 14% of the 222 women had a response. It remains unclear why a
majority of women do not respond to Herceptin, but certainly for those that do respond, there is a-
clinical benefit, even though the responses were temporary.

Another randomized trial compared chemotherapy alone to chemotherapy with Herceptin, also for

women with metastatic, HER2/neu-positive breast cancer. This study showed convincingly that
the addition of Herceptin improved the effectiveness of chemotherapy. The average time after
which patients had progression of their tumor was significantly prolonged. The number of patients
who had a response in the first place was also improved, and the one-year survival was improved.

These changes were not as dramatic as one would like to see, but clearly demonstrate the biological

effectiveness of Herceptin at least in some women.

The important message is that though we don't have a cure yet, we are seeing the beginning of

success for treatments wvhich actually target the genetic and biochemical pathways of cancer. In the
coming years, we will explore many other strategies. These include drugs that target angiogenesis
(the formation of blood vessels that tumors require to grow); drugs that boost the immune system
(such as vac~ines), and drug' that actually introduce or alter the expression of a specific gene. It
will take not only laboratory research but large and well-conducted clinical trials to move potential
biological therapies towards a major impact in breast cancer.

For more details, check out the Breast Care Center Clinical Trials website
at http://bcc-ct.his.ucsf.edu -m
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The two sidebars on this page are ecerpts

fromc letters written to patienets by former

patients who have become advocates in ehe

fight against breast canceri

-For the fidi text of these letters, please cte itact

.Deborab Cllyar at Cohiyar@weorldnhBaCtt ntet

.r at (925) 736.8155; or Peggy Devine at
pdevine@pacbelltnet, or at (415) 502-2,A986

Selected links of interest to our patients (for a comprehensive
Clinical Tials list of websitess please check the "links" section of the Cancer

:1 Resource Center site below):
taly alO cancer

Cre have occu rredbcuseofsme th ing- http://cc.ucsf~edu/crc - the Ida & Joseph Friend Cancer
oald clilculrred. beahe oftmermhcinica Resource Center at the UCSF Cancer Center

calledv~a "cik rial h term painclinicnigno-rdiina n taitoa

trial" may sound a bit intlimidating, but it http://bcc-ct.his.ucsf~edu/ - the Breast Care Center's Clinical
is simply a research study that carefluliy Trials website.
tests new ways to prevent, diagnose, or www.ucsfaedu/ocim/ - website of the Osher Center for
treat diseases like breast canicer. There
are advantages and disadvantages to. Integrative Medicine at the UCSF/Mount Zion. The Center's

partcipaingin aclincalI tralmissio~n is to search for the most effective treatments for

Advantages might include receiving patients by combining non-traditional and traditional
treatment that is not commercially approaches that address all aspects of health and wellness
available, undergoing more biological, psychological, social and spiritual.
rigorous follow-up care, or www.cancerlinks.org - one of the most comprehensive,
experiencing treatment that ' organized and user-friendly sites, with links to numerous topics
given in a more effective way related to cancer.
than with standard therapies.www.cancers poiee information n
Disadvantages might include n b tcsuc h as verytiomplete Pain on
more doctor visits, additional breast cancer: current news articles, indexed reference articles,
tests, or increased costs support groups, treatment options, and related websites.
(although such costs are www.canceranswers.org - what makes this site unique are the

usa• covre prouc the triieaelreoncne ndohrdiess

uaycedyhtipersonal stories and artwork in support of women receiving
budget or by i treatment for breast cancer.

Wueie ito irsitan t aofyor wwwd.cancersupportivecare.com - information for patients and
yu nrn l ycaregivers on topics such as Nutrition, Exercise, Pain Control,

options as you decide upon a Sexuality, and Spirituality.
treatment plan. We want you
to make the best decision for www~noah.cuny.edu - the N.Y Public Library, City University
your particular condition and of N.Y., and the N.Y Academy of Medicine have joined forces
iinvite you to learn more, about to produce the ultimate resource on cancer and other diseases.
cancer research, If you want Primary devoted to educating underserved populations, the

* information about a specific -website is totally bilingual (English and Spanish), and includes
-,clinical trial, please call Liz Wieland -exhaustive information -on breast cancer clinical, trials, diet,
at the UCSF Breast Care Center at d .iagnosis, prevention, causes, risk factors about cancer, and
(415) 353-7213.* even includes questions to ask yopr physician. a



7EATU RE DCiia • . .. Trial at the BCC":

~ALENDARThe Micrometastasis'Study

N .Micrometastasis (MM) occurs when
cancer cells break loose from their
original tumor site and circulate in

- the bloodstream. This process goes
undetected until the cells invade

Monthly Office'hours ot1:r organs and grow large
with Drs. Laura Esserman, Debu Tripathy, enough to cause symptoms. Our
and other BCC and visiting MIs study will test three ways of

These are open discussion sessionsfor ourpatients to discuss detecti n im si d l
concerns and ask questions on important topics, such as hormone study the relationship between

MM and clinical outcome.
replacement,;herbal medicine, exercise-and nutrition, and ne.w
treatments. They are open Q &A sessions, wherepatients can This study will help to achieve the
bring up issues specific to them. The sessions are geared towards following:

patients in follow-up care. -improve care for future patients-
-learn more about how to predict

"Office Hours" are held Monday evenings from 5` 1 5pm to whether breast cancer will spread and
6:15 pm at the Resource Center on the First Floor of the whether a woman needs chemo or
Cancer Center. The following dates have been set for 1999: hormonal therapy

-predict which cancers will respond to
- July 19 .different types of therapy

August 23 -find potential genetic markers for metastasisSeptember 13
Ocptober I3 If we find a reliable, easy method ofOctober 11 ffaarh :mht}:: ;: i:

November 8 detecting circulating cells (MM) in the blood
Sbone marrow, we can, in the future:

'Bay Area Breast Cancer Forum -ailor therapy
muerm to follow response to therapy

Sessions are open to the public. Upcoming dates for the -follow the genetic markers for MM
BABCF are September 7, Octoberl3,.and November 10.
Topics for discussion may include hormonal therapy, diet & TAe Micrometastasis Study" is open to any woman
exercise, sexual problems, and environmental factors. For - wo has been diagnosed with breast cancer, but has
more information, please contact Fern Hassin at 885-3738 had breast cancer surgery. It will necessitate

- having a one marrow aspiration during surgery,
"C•v-ob I wile under anesthesia. A decision to participate or

_ • >Octoer is reast ancer o in this study will not affect the quality of care
"-' Awareness Month! /k IO v r eom UPSE

1999 SanFrancisco Race for the Cure: Octobe '317 9 Although you may not experience a direct benefit
on-line information at www.raceforthecure.co&, fro.parti n in this study, your wliingess
If you'd like to be on our BCC team for next year, please to donate bone marrow will help researchers ip
contact Sarah'Paris @ (415) 885 7323 or their efforts to treat breast cancer more
sarahparis@quickmail.ucsf.edu to be put on our list. effectiv in the future.

In conjunction with the Race, we are planning to organize Ifyou want information about this or othe
"Taste for the Cure", a gourmet event featuring Cele. clinical trials, please call Liz Wieand at the
chefs. Please check back with us as the date gets r UCSF Breast Care Center at
more information! . (415) 353-7213..N



(ZUPPORT R~OUPS
ATTHE BCC

U) Personal Support and Lifestyle Intervention Trial of UCSF and CPMC. Women
with breast cancer are invited to participate in a research program studying the
benefits of two types of psychosocial and lifestyle interventions on well-being and
"quality of life. Women will be asked to participate in one of two groups, both

... lasting for 12 weeks. Interested people can call-the program at 885-7877.

Young Adults with Cancer Support Group 1st and 3rd Monday of each month,
5:30-7:30 pm. To register or. for more information, contact Keren Stronach, MPH
at the Cancer Resource Center, 885-3693.

Support Group for Husbands & Significant Others 1st and 3rd Tuesday of each
month, 6:30-8:30 pm, Cancer Center. To register or for more information,
contact Andrew Kneier, PhD, 885-7585.

UCSF/Mt. Zion Department of Psychiatry offers the following support groups to
cancer patients. To register, or for more information, contact Debra Marks, PhD,
415-885-3770.

-Family d& Friends Support Group - A group for family members and friends of
people dealing with cancer.

-DCIS - 12-week support group for women with Ductal Carcinoma In Situ.

The Cancer Support Community is an 11 year-old free-standing community-
based agency. UCSF/Mount Zion is proud to co-sponsor the groups situated at
Mount Zion.

-Aftican American Group 1st and 3rd Monday of each month, 6-8 pm at the
YWCA, 1830 Sutter St. Contact Jane Gainer 765-7677, 207-5958 pager.

-Breast Cancer Support Group For more information contact Carol Kronenwetter,
PhD 885-3785.

-Cantonese SupportGroup 1st and 3rd Sat., Chinatown District, Health Center,
1490 Mason St., SE To register, or for more information, call 788-2131.

-Family and Friends Support Group Meets on the 2nd and 4th Friday of each
month, 12-1:30 pm. -To register or for more information, call Carol
Kronenwetter, PhD 885-3785.

-General Cancer Support Group - all stages Wednesdays 5:30-7:30 pm, Resource
Center. Contact Carol Kronenwetter, PhD 885--3785.

-Group for Children Whose Parents Have Cancer To register or for more
information, call 788-2131.

"-For Support Groups in other languages contact the Resource Center,
415-885-3693



ida and Joseph Friend Cancer Resource Center Programs and Services:

.Exercise Class for Cancer Patients
Tuesdays, 12:15-1:45 pm and Thursdays, 9:45-11:15 am, Mount Zion Cardiac
Care Gym, first floor, room C101. Entrance is at 2200 Post at Scott. To register,
please contact the Resource Center at 885-3693 and Kathleen Dzuber at 510-597-
1189.

Restorative Movement
Wednesdays, noon - 1:00 pm in Mount Zion Cardiac Care Gym, first floor, room
C101. Entrance is at 1600 Divisadero. For more information, contact the Resource
Center at 885-3693.

Gentle Yoga Class
Thursdays, 12:15 - 1:30 pm. Mount Zion Medical Building, 1701 Divisadero.
Registration required. To register, contact the Resource Center at 885-3693.

Individual and Couple s Counseling
Individual and couple's counseling/psychotherapy with a sliding scale fee can be
arranged by calling Debbie
Marks, PhD, at 885-3770.

Support for Russian-Speaking Women and-Their Family Members
Raya Smail, MA, (Russian-speaking) at 831-4339.

Smoking Cessation & Relapse Prevention Course
A month-long course, Wednesdays, 5:30 -7 pm.,, To register, contact the Resource
Center'at 885-3693.

Art for Recovery
Mondays & Thursdays at the Cancer Center Infusion Center, 2nd floor, or
by appointment. Contact Cindy Perlis, 885-7221.

Healing Garden and Tile-Making Workshops
Call the Resource Center for more information at 885-3693.

Look Good, Feel Better
Workshops to improve appearance during chemotherapy. Call the Resource Center
for dates and locations at 885-3693.

Spiritual Counseling and Guidance
Chaplains are available in the department of Pastoral Care to provide patients with
spiritual counseling and guidance, and to assist in coping with bereavement. Please
call 353-7681.

The Cancer Resource Center contains books and audio tapes & video tapes which
may be checked out by the public. The Center can help you locate information
about your cpndition, treatment options, nutrition, pain management, stress
reduction or other health matters. All Resource Center support groups and
activities are free. Stop by and visit us at 2356 Sutter Street, First Floor or call us at
(415) 885-3693. Web page: http://cc.ucsf.edu/crc

n r c n,,•b Cr Ir Yrt 'C - TAA 1r
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Appendix B

THE CAROL FRANC BUCK BREAST CARE CENTER
INVITES YOU TO A TALK AND DISCUSSION PRESENTED BY -

Jeffrey Pfeffer, Ph.D.
Thomas D. Dee Professor of Organizational Behavior

Stanford Graduate School of Business

Author of "The Human Equation:
Building Profits by Putting People First"

"Friday, January 15, 1999, at 4pm
"Herbst Hall, Mt. Zion Hospital, 2nd Floor

1600 Divisadero Street, San Francisco, CA

Please join us after the presentation for wine & hors d'oeuvres
at Ida's Cafe (in the Cancer Center), 2356 Sutter, 1st Floor;

RSVP to Sarah Paris, (415) 885-7323 I sarah.paris@quickmail.ucsfedu

Jeffrey Pfeffer, Ph.D., is a much sought-after lecturer
in both the corporate and academic worlds. He is the

author of a number of books on organizational design;
his most recent one, "The Human Equation", has earned

him abundant praise. Experts in. the field declared it
"a must-read for every executive" and called him

"a paragon of sanity and clarity of thought."

The talk willfocus on why it is critical to the success
of any organization to invest in its workforce.

An open discussion will follow.

This event is sponsored by DOD Grant DAMD 17-96-1-6260
"A New Vision For Integrated Breast Care".



Appendix C

I Breast Care Center Patient Satisfaction Survey 1
30406 Version E

We welcome you to the Breast Care Center. To Please use a black pen - This
serve you better we ask that you please complete form will be read by a computer.
this survey. We encourage your honest opinions Shade circles like this: *
so that we may improve the quality of the Breast Not like this:

Care Center and the care we provide. Thank you!.

Appointment Date 7f~~ji~ fjAge jj

We would like to know what aspects of your care are most important to you.

Please rank the following on a scale of 1-6, 1 = most important.

FI] The expertise of the doctor.

D] The expertise of the nurse.

D The availability of direct communication with doctors and nurses.

D The courtesy of the Breast Care Center staff.

-1 The amount of time that I wait to see the doctor.

D The process for making future appointments and any other
testing arrangements(i.e. mammograms, scans).

-Today my appointment was with

"O Christopher C. Benz, MD O Deborah Hamolsky, RN, MS 0 Debra Marks, PhD

"0 Emile Daniel, MD 0 I. Craig Henderson, MD 0 Lawrence W. Margolis, MD

"O Charles Dollbaum, MD 0 E. Shelley Hwang, MD 0 John Park, MD

"0 Mary Lou Ernest, NP 0 Henry Kuerer, MD, PhD 0 Debasish Tripathy, MD

"0 Laura J. Esserman, MD 0 Stanley Leong, MD 0 Nancy Valente, MD

Comments:

U -U.



1 ~II Breast Care Center Patient Satisfaction Survey U
30406 Version 

E

1. I have been a patient at the Breast Care Center for:
D less than I year El year E 2 years El 3 years El 4 years El more than-4 years

2. How many times on the average are you seen a year? (Please approximate)
E1-2 0E3-4 0.5-6 El7-8 El9-11 0-12-15 016+

Somewhat Somewhat

3a. When I leave a message for a nurse/doctor, my call is N/A Agree Agree Disagree Disagree

returned within a reasonable period of time. 0 0 0. 0 0

3b. I expect a call back within:
El 30 minutesO 1 - 2 hours El same day El next day

4. When I call the Breast Care Center, I am able to speak
with someone within a reasonable amount of time
without waiting on hold. 0 0 0 0 0

5. I have too many appointments at the Breast Care Center. 0 0 0 0 0

6. The Front Desk staff were courteous and acknowledged
me in a timeiy manner. 0 0 0 0 0

7. I found the overall appearance of the clinic satisfactory
and was comfortable in the waiting area. 0 0 0 0 0

8. I was comfortable with the amount of time that I waited

to see the doctor. 0 0 0 0O 0

9. After arriving for my appointment, I waited
El 0 - 30 minutes El 31 - 45 minutes
El 46 - 60 minutes El 1 - 1&1/2 hours El 2+ hours
until I met the doctor/nurse.

10. I was kept informed of any delays during my visit. 0 0 0 0 0

11a. When I have tests/labs done, I am informed about the
results within a reasonable period of time. 0 0 0 0 0

11b. My definition of a reasonable amount of time is:
El same day El 24 hours El 48 hours El 72 hours

12. The process for making future appointments and other
testing arrangements was simple and expedient. 0 0 0 0 0

13. I am able to access the Breast Care Center staff as my
need arises between visits. 0 0 0 0 0

14. I would rate my overall satisfaction with today's visit as: El Excellent El Good El Fair El Poor

15. I would rate my overall satisfaction with my interaction with the staff as follows:

Front Desk staff(receptionists): El Excellent El Good El Fair El Poor El Not Applicable
Medical Assistant: El Excellent El Good El Fair El Poor El Not Applicable
Nurse(s): El Excellent El Good El Fair El Poor El Not Applicable
Doctor(s): El Excellent El Good El Fair El Poor El Not Applicable

16. Is there anyone in particular who was especially helpful to you? If so, who?

I-T I III /



1 ~ Breast Care Center Patient Satisfaction Survey U
30216

Version N

We welcome you to the Breast Care Center. To Please use a black pen - This
serve you better we ask that you please complete form will be read by a computer.
this survey. We encourage your honest opinions Shade circles like this: 0
so that we may improve the quality of the Breast Not like this:
Care Center and the care we provide. Thank you!

* Appointment Date LIII u l/LI]Age [11
We would like to know what aspects of your care are most important to you.

Please rank the following on a scale of 1-6, 1 = most important.

D- The expertise of the doctor.

D The expertise of the nurse.

D The availability of direct communication with doctors and nurses.

D] The courtesy of the Breast Care Center staff.

D] The amount of time that I wait to see the doctor.

D The process for making future appointments and any other
testing arrangements(i.e. mammograms, scans).

.-Today my appointment was with
"O Christopher C. Benz, MD 0 Deborah Hamolsky, RN, MS 0 Debra Marks, PhD

"o Emile Daniel, MD 0 I. Craig Henderson, MD 0 Lawrence W. Margolis, MD

"0 Charles Dollbaum, MD 0 E. Shelley Hwang, MD 0 John Park, MD

o Mary Lou Ernest, NP 0 Henry Kuerer, MD, PhD 0 Debasish Tripathy, MD

o Laura J. Esserman, MD 0 Stanley Leong, MD 0 Nancy Valente, MD

Comments:

l -U



3 01 Breast Care Center Patient Satisfaction Survey l30216

Version N

1. I heard about the Breast Care Center through:
"D Primary Care / Ob-Gyn MD referral El Friend 11 Breast Care Center Patient
"O TV / Radio / Newspaper El Internet El Other:

2. I came here today because I have:
El Abnormal-mammogram El Breast lump evaluation El Nipple discharge El Second opinion
El To see an oncologist, I have breast cancer. El Other:

3. I was given an appointment within j days of my phone call.
Somewhat Somewhat

4. When I call the Breast Care Center, I am able to N/A Agree Agree Disagree Disagree

speak with someone within a reasonable amount
of time without waiting on hold. 0 0 0 0 0

5. When I called to make an appointment, I was given
one within reasonable period of time. 0 0 0 0 0

6. In my opinion, a new patient should be given an
appointment within:
El same day El 1-2 days El 3-4 days
El 1 week E 1-2 weeks

7. The staff person who scheduled my appointment
made me feel like I was being taken care of. 0 0 0 0 0

8. The registration process was satisfactory. 0 0 0 0 0

9. The Front Desk staff were courteous and
acknowledged me in a timely manner. 0 0 0 0 0

10. I found the overall appearance of the clinic
satisfactory and was comfortable in the waiting area. O 0 0 0 0

11. I was comfortable with the amount of time that I
waited to see the doctor. 0 0 O 0 O

12. After arriving for my appointment, I waited:

El 0 - 30 minutes El 31 - 45 minutes
El 46 - 60 minutes El 1 - 1&1/2 hours El 2+ hours

until I met the doctor/nurse.

13. I was kept informed of any delays during my visit. 0 0 0 0 0

14. I would rate my overall satisfaction with today's visit as:
El Excellent El Good El Fair El Poor

15. I would rate my overall satisfaction with my interaction with the staff as follows:

Front Desk staff(receptionists): El Excellent E Good El Fair El Poor El Not Applicable
Medical Assistant: El Excellent El Good El Fair El Poor El Not Applicable
Nurse(s): El Excellent El Good El Fair El Poor El Not Applicable
Doctor(s): El Excellent El Good El Fair El Poor El Not Applicable

16. Is there anyone in particular who was especially helpful to you? If so, who?I* I IIIHI IHI lm lK llI,.1



Breast Care Center Patient Satisfaction Survey
Returning Patients (8pI'-s)

Question Answer Percent
1. I have been a patient at the Breast Care Center:

Less than 1 year 12.5%
.-1 year 17.50%
2 years 25.00%
3 years 25.00%
4 years 3.75%
More than 4 years 16.25%

2. How many times on the average are you seen a year:
1 to 2 80.95%
3 to 4 14.29%
5 to 6 2.38%
7 to 8 1.19%
9 to 11 0.00%
12 to 15 1.19%
16 or more 0.00%

3a. When I leave a message for a nurse/doctor, my call is returned within a
reasonable period of time.

N/A 15.66%
Agree 73.49%
Somewhat Agree 6.02%
Somewhat Disagree 3.61%
Disagree 1.20%

3b. I expect a call back within:
30 min. 2.78%
1 to 2 hours. 11.11%
Same day 65.28%
Next day 20.83%

4. When I call the BCC, I am able to speak with someone within a reasonable
amount of time without waiting on hold.

N/A 7.14%
Agree 71 A 4%
Somewhat Agree 10.71%
Somewhat Disagree 4.76% -

Disagree 5.95%



Question Answer Percent
5. 1 have too many appointments at the BBC.

N/A 22.35%
Agree 3.53%
Somewhat Agree 3.53%
Somewhat Disagree 0.00%
Disagree, 70.59%

6. The Front Desk staff were courteous and acknowledged me in a timely manner.
N/A 1.18%
Agree 91.76%
Somewhat Agree 5.88%
Somewhat Disagree 1.18%
Disagree 0.00%

7. I found the overall appearance of the clinic satisfactory and was comfortable in
the waiting area.

N/A 2.35%
Agree 95.29%
Somewhat Agree 2.35%
Somewhat Disagree 0.00%
Disagree 0.00%

8. I was comfortable with the amount of time that I waited to see the doctor.
N/A 2.35%
Agree 95.29%
Somewhat Agree 2.35%
Somewhat Disagree 0.00%
Disagree 0.00%

9. After arriving for my appointment, I waited until I met the nurse/doctor.
0 to 30 min. 84.62%
31 to 45 min. 10.26%
46 to 60 min. 2.56%
1 to 1.5 hrs 1.28%
2+ hrs 1.28%

10. I was kept informed of any delays during my vsit.
N/A 45.00%
Agree 41.25%
Somewhat Agree 6.25%
Somewhat Disagree 2.50%
Disagree 5.00%



Question Answer Percent
Ila. When I have test/labs done, I am informed about the results within a
reasonable period of time.

N/A 18.99%
Agree 65.82%
Somewhat Agree 13.92%
Somewhat Disagree 0.00%
Disagree 1.27%

llb.. My definition of a reasonable amount of time is.
N/A 24.18%
Same day 12.09%
24 hours 30.77%
48 hours 17.58%
72 hours
15.38%

12. The process for making future appointments and other testing arrangements
was simple and expedient.

N/A 5.00%
Agree 77.50%
Somewhat Agree 13.75%
Somewhat Disagree 2.50%
Disagree 1.25%

13. I am able to access the BBC staff as my need arises between visits.
N/A 11.84%
Agree 77.50%
Somewhat Agree 13.75%
Somewhat Disagree 2.50%
Disagree 1.25%

14. I would rate my overall satisfaction with today's visit as:
Excellent 79.17%
Good 18.06%
Fair 1.39%

D,•t•- 10•0/-



Question Answer Percent
15a. I would rate my overall satisfaction with my interaction with the Front Desk
staff (receptionists):

N/A 1.30%
Excellent 71.43%
Good 20.78%
Fair 6.49%
Poor 0.00%

15b. I would rate my overall satisfaction with my interaction with the Medical
Assistant as follows:

N/A 26.67%
Excellent 60.00%
Good 9.33%
Fair 1.33%
Poor 2.67%

15c. I would rate my overall satisfaction with my interaction with the Nurse(s) as
follows:

N/A 29.73%
Excellent 58.11%
Good 8.11%
Fair 2.70%
Poor 1.35%

15d. I would rate my overall satisfaction with my interaction with the Doctor(s) as
follows:

N/A 11.76%
Excellent 82.35%
Good 5.88%
Fair 0.00%
Poor 0.00%



Appendix D

UCSF Stanford Health Care
Fine Needle Biopsy Clinic Patient Satisfaction Survey

1. Please rate each of the following:

(circle one number on each line) Excellent Very Good Good Fair Poor

a. The care you received from the doctor who
performed your fine needle biopsy 5 4 3 2 1

b. The helpfulness and courtesy of the doctor
who performed your fine needle biopsy 5 4 3 2 1

c. The promptness of the care and testing you
received 5 4 3 2 1

d. The promptness of the results of your
biopsy 5 4 3 2 1

e. The doctor's explanation of the risks and
benefits of the fine needle biopsy 5 4 3 2 1

f. Overall, how would you rate the care you
received? 5 4 3 2 1

2. Were your questions about the procedure answered satisfactorily?

Yes
No => What additional information did you need?

3. Did you receive enough information so that you knew what to expect and how to take
care of yourself when you left the clinic?

Yes
No :=> What additional information did you need?



4. Did you understand the results of your fine needle biopsy?

Yes
No =* What additional information did you need?

5. Based on your experience with this Clinic, would you choose UCSF Stanford again for your medical care?

Yes
No => Please comment.

6. Would you recommend UCSF Stanford to a friend or family member?

Yes
No => Please comment.

7. Do you have any other comments about the care that you received at UCSF Stanford Health Care?

<<ID>



FNA Biopsy: Patient Satisfaction Survey Responses

Questionnaires were mailed 3-9 weeks post-procedure to all 115 patients who underwent fine
needle aspiration biopsy in the Breast Care Center between February 1 and June 3, 1999.
Fifty-nine questionnaires were returned, for a response rate of 51%.

Please rate each of the following:

Excellent Very Good Fair Poor No
Good Response

The care you received from the doctor 80% 15% 5% 0 0 0
who performed your fine needle biopsy (47)_ (9) (3)

The helpfulness and courtesy of the 80% 15% 3% 2% 0 0
doctor who performed your fine needle (47) (9) (2) (1)
biopsy

The promptness of the care and testing 68% 20% 7% 0 5% 0
you received (40) (12) (4) (3)

The promptness of the results of your 67% 10% 10% 9% 3%
biopsy (39) (6) (6) (5) (2) (1)

The doctor's explanation of the risks 57% 25% 9% 4% 5%
and benefits of the fine needle biopsy (32) (14) (5) (2) (3) (3)

-Overall, how would you rate the care 63% 32% 5% 0 0
you received? (36) (18) (3) (2)

100% of the 59 respondents rated the care they received from physicians as excellent, very
good or good. 98% rated helpfulness and courtesy the same way. Promptness of care and
testing was rated 95% good to excellent, with 5% rating this aspect as poor. Promptness of
biopsy results and the doctor's explanation of risks and benefits were the most problematic
areas, as noted in the comments sections, with 13% giving a rating of fair, poor or no
response.
Overall care was rated excellent or very good by 95% of those who responded.

Yes No What additional information did

you need?

Were your questions about the 98% 2% No one mentioned anything about risks. (x4)

procedure answered (58) (1) I was not given any info on the procedure
satisfactorily? until it was being performed.

98% of respondents felt that their questions about the procedure were answered satisfactorily.



Yes No No What additional information did you need?
__ J Ys N response

Did you receive 93% 7% New drugs
enough (54) (4) (1) Patient should have a written explanation of
information so results. I already forgot what I was told verbally.
that you knew
what to expect The doctor had a strange look on his face and
and how to take when I questioned the results, be said "they look
care of yourself funny." He wasn't helpful in helping me to

when you left understand exactly what "funny" meant. This

the clinic? caused me a lot of anxiety and distress because
I left thinking I had cancer.

However, the procedure went very well and was
uneventful, so I didn't need any follow-up info!

No care instructions given to care for self.

Except the first one hurt a lot and kept hurting for
about 15 min.

93% of respondents felt that they had received enough information so that they knew what to
expect and how to take care of themselves at home. Five patients felt they needed more
information.

Yes No No What additional information did you need?

____I Iresponse I I
Did you 89% 11% Although I would like to have had a written report
understand the (51) (6) (2) of what the results were.
results of your Have not received any paperwork; results were
fine needle given only by phone. 6 weeks have passed.
-biopsy?

I did not get complete test results. ER/PR - yes.
HER2NEU - no.

I just know it was ok. Nothing to worry for now.

No cancer cells, but what is the lump?

Not totally. I should have written it down so I
could research it later and/or discuss it with my
doctor.

Since the results were "funny" according to the
dr. He didn't seem to have words to correctly
describe my results.

Someone called me, left a message on my
machine about "the good news". I returned the
call and was never called back.

The only thing that made me a bit uneasy was
the explanation I received when I asked how the
dr. knows that the needle is inside of the mass.

Barely. I had to call for results.No one called me.
Even then results weren't explained in depth.



Although 89% of respondents reported that they understood the results of their fine needle
biopsy, ten patients (17%) wrote comments that expressed concerns with this aspect of care.

Yes No1 Comments

Based on your experience with 100% 0 Certainly, because my experience with
this Clinic, would you choose (59) other doctors there have been very
UCSF Stanford again for your genuine and positive.
medical care? If I ever have to go through this biopsy

again I will ask Dr. Ljung to do it.

If I know I can afford it.

Comments
Yes NoI

Would you recommend UCSF 98% 2% Letting them know it's expensive.
Stanford to a friend or family (58) (1) Yes for the care but absolutely NOT
member? because of the ridiculous difficulty in

making an appointment and getting
through your voice mail system.

100% of respondents would choose UCSF Stanford again for hospital care and 98% would
recommend to a friend or family member.

OTHER COMMENTS

All my care at the Breast Care Center has been caring and VERY efficient.

At the time of FNA I was lactating and 3 days post FNA I developed mastitis. The doctor on call
was not familiar with my condition and appeared quite incompetent. I had to seek my OB/Gyn's
help for my condition.

Did not receive explanation of risks and benefits. Would choose again: the best people are
always busy so elsewhere not better. There are many services -- therapy, acupuncture,
nutrition, counseling -- to gather questions for the doctor, resource library.

Doctor was very matter-of-fact. Gained my confidence.

Dr. Ljung is an exemplary physician. I haven't met many physicians like her.

Dr. Ljung was excellent! A deft technician, extremely humane, and very clear in her
explanations.



Dr. Ljung was exceptionally outstanding in every way. She went out of her way to give me all
the information she could concerning the results of the biopsy which put my mind at ease.
Above all, she made me feel that she really cared and was a truly compassionate human being
in addition to being an expert in her field. She is a real credit to her profession. She should be
an example to others in the medical profession!!!

Dr. Sudilovsky was very reassuring and professional and I appreciated his caring attitude and
his expertise.

Everyone I encountered was friendly, competent and compassionate. You all made a scary
procedure practically "pleasant." Thank you, thank you.

I am extremely happy with the care I'm given there. I would recommend UCSF.
I am very thankful to all doctors and nurses who helped me. I was so scared, but they were all
nice and friendly and gave me good support and advice. And thank you Dr. Daniel, too. You're
a good surgeon.

I didn't realize there were any risks. Very genuine, helpful, friendly staff.

I don't like that doctors never take full responsibility for what they're doing. I guess it's all about
the doctors making more money. 2 mammograms, I sonogram, 3 doctors visits, 1 needle
biopsy, and I have been asked to come again so that the surgeon can check it again. Why do
you charge so much if you don't know how to interpret all these tests!!!!!!

I don't recall hearing about risks. The initial physical exam with Dr. Kuerer was also excellent. i
was nervous, and he completely put me at ease. Both he and Dr. Sudilovsky were very
professional, kind and thoughtful.

I first saw a breast care surgeon, who sent me to the clinic in my gown (since I would be seen
immediately). When I arrived at the waiting room, I told the receptionist I was there for a biopsy.
She saw that I had only the gown on. She told me to sit down and wait and then forgot about
-me. I felt uncomfortable sitting in the waiting room (which happened to be loud and busy)
without my regular clothes on.

I had 2 (one after the other) and the first one really hurt a lot!! I wasn't expecting that. The
second one was only about 1/3 as painful. I didn't understand why? Perhaps there's no answer!

I had the same procedure several years ago, also at Mount Zion. I found this second
experience to be superior. Also, the speed of the result report was remarkable. Thank you.

I received care in the Cancer Research Center and some advice would be to have staff be extra
friendly. I realize life is stressful enough but you have people going in there that are either being
treated for cancer or finding out if they have it. Life changing experiences going on- very
sensitive time for delicate people. Hello's, smiles and How are you's are great!

I thought the doctors that did the needle insertion were wonderful. But I had to call for results
21/2 weeks later.

I'm receiving excellent care from Debbie Hamalsky and Dr. Kuerer as a follow-up at the Breast
Care Center.

It took a long time to get official results. Although preliminary results were good, I would have
appreciated a faster final result.



Overall I have had very good care at UCSF.

Since my initial diagnosis of breast cancer 1/98 I feel I have received the best of care at all
times, mentally and physically.

Thank you for giving me the best care I needed. Thank you to the staff (doctors, nurses,
administrative supports) who made me feel at ease during the time I was scared and nervous
when I found out I have breast cancer. I'm fine at the moment, everything seems to be going
well.

Thanks for asking.

The actual appointment with the doctor was fine. However, I had to wait one and a half hours
before seeing her. I only will come back to UCSF because I have limited options with my
insurance and I liked my doctor. The service from the staff was slow and unfriendly. I also had
to leave 3 messages before being called back with my biopsy results. There must be a way to
improve this service!

The assistant Liz was very helpful in explaining things and putting me at ease. It was comforting
to have her with me.

The care was excelle'nt but I had to wait for about an hour and a half in the doctor's room before
I was seen. I understand the staff may have been busy but I need to make a living as well and I
cannot be waiting such an extended period of time to be seen for an appointment.

The doctor and staff were very helpful and supportive. I had to bring my 8 month old baby.
They held him and comforted him and me at the same time. Very positive experience.

The doctor was very thorough and sympathetic. I felt confident of his ability to administer the
test and evaluate the results.

The doctor was wonderful, compassionate, kind and professional -- very impressive. So was
the intern who was there learning/assisting. However, I understood I would be contacted
regarding the results within a few days. I waited a week or so and called in for results. Another
irritating experience getting through your voice mail system and not knowing whom I should
contact. [Also] I don't remember discussion of any risk (from biopsy)..

The doctor who ordered the FNB indicated the wrong breast on the chart! I advised the doctor
who was performing the fine needle biopsy and he double checked with the doctor.

The doctors took time to listen and they didn't seemed rushed. It was very comforting.

The MD and the assistant were friendly, considerate and competent. I wasn't told anything
about risks, so I can't comment on that aspect of the questionnaire.

The nurse was very nice and tried her best to make me feel relaxed which was very much
appreciated at such a stressful time. Also, the doctor had a very good manner of explaining
everything without making me feel like he was in a big hurry like most doctors do. Thanks!

The only major drawback is that my appointment was 2 hours late and 2 hours in total. That's
four hours. A bit long don't you think!



The staff displayed sensitivity to the patient. Administrative staff was also very helpful.

Very impressive. Superior to the care I received from my breast care team in New York City.

Very nice doctors; not in a big rush.

Very satisfied with service.

More personal attention regarding results would have been more appropriate. I think I should be
contacted when results are in, with time then to make sure I am understanding the significance.

Quality Improvement
6/28/1999
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Pt has abnormal
screening mammogram

Pt is notified in 1-5 days either by
phone or by mail depending on

which happens first.

Pt returns for diagnostic Abnoimality ruled
out

Abnormal Return to
screening

, Radiologist recommends tissue

Ordering MD refers pt to Surgeon Ordering MD schedLdes tissue
(delay to appointment avg 1-2 weeks) diagnosis directly with Radiologist

Pt sees Surgeon for evaluation. Patient receives results 2 days later

Surgeon schedules tissue diagnosis with

Radiologist (delay 1 day - 2 weeks)

If cancer, pt referred to Breast S
Patient receiveslaeresults 2-4 day q

Breast Surgeon sees patient,
Pt returns to Surgeon to discuss results reviews case & discusses surgery
and other surgery I tc options (delay avg options

5 days from diagnosis)

SProcss cn take I month & an average of 5 different -. _

appointments I



'_•, Yes • ... "No e."

•, !S chiedule patient wf surgeon | For highly suspcious:Schedule patient
• • ! for 15 1rntsinA n• for diagnostic uni-lateral same day, 1 hrh

Soel + before appointment w/ surgeon.
Schedule patient with surgeon for 30

minutes after mammogramu.

YES NO Pt to bring all films the day before or If OSF, pt to bring aN
by 8:00 am on day Of for Radiology historical films to mammo

Zreview to determine if more films are appointment. If UCSF or
"needed for evaluation. (1/3 to 1/2 of Mt Zion, note in computer

OSF need more views) so they will be pulled from
film library

Islump palpable during '_ _ _ _ _ _ _ _ _

••exam? Does it correlate?

-Ye s ' ..... ' N o

SPatient to have either stereotactic
core, U/S guided FNA, or U/S

I__guided Core same day in afternoon

After FNA patient to go home. Patients to or wire oc I ex bx the following
return the following day. week as indicated.

Benign Cancer

jPt to return in 2 days for results. If.
benign, pt to be phoned, given results &I .,appointment canceNed.

Patient p)honed in AM by MA. Following day, pt to meet with
Told good news, follow-up plan surgeon for results. Schedule

& net da appintmnt I 45 minute appointment.
cancelled.

If cancer, patient to also be
scheduled to see Debbie Marks

As indicated Patient to meet with Debbie Marks PhD sePhD

Pt to return I wk. to have Pt to be scheduled for As needed, pt to return to discuss
consultation plan, meet an surgery, next available surgery options more,- haveoncologist & radiation onc --- b]or begin neoadjuvant consultation plan, meet an

& Discuss surgery w/ chemotherapy oncologist and / or s radiation
surgeon followed by surgery oVa'.



nPt to see surgeon in aA for.30 minute
cnclled 45iinappointment.

Pt nmhIf lump is very suspicious, pt to go have mammogramw l

If IfAprorit

I.f bencin to ha e 

and come back for FNA!

t to r 1 ., t e Pt to leave & return the following

days~da cosutaio plansmet a

surgen , nextiavailabl or

begi ninoaejuvantt

i~~~~PatienthoediAMbMAIIFloigaypt to meet with Dbi ak h

ch m th rapyfol lowedoby

surgeon

-. urgry nex avial ortdyaponmn

Pt toRTC il6 moths themottherapy fd 'mollo iweek by e I•
see NP.If norurgexa



Physician Interview Outline - Breast Evaluation Program

MD Name Date

1. When a patient has an abnormal mammogram, what is your procedu:re for
referral, etc.?

2. How do you think this works? (Good I Bad)

3. What is your optimal scenario for processing patients with abnormal
mammograms?

4. When a patient has a breast lump, what is your procedure for referral, etc.?

5. What is your optimal scenario for processing patients with breast lumps?

6. Where do you refer? (Mammograms, Lump evaluation, etc.),

7. Describe our program:

a) Quick turn around on Dx (work up 1 day, path 1-2 days)

b) Less visits to different offices (radiology, BCC;-etc.) = 1 stop shopping

c) Coordinated support infrastructure (RN, Ph.D., Path, Radiology, Surgeon)
= true interdisciplinary care.

d) Improve -access for physicians and patients

e) Review flow chart

8. Any suggestions for us.

9. Looking to start Nov. 1, 1998. Will send f/u materials.

10. (Get email address, correct mailing address.)
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Appendix F

January 27, 1999

To all of my patients:

I am writing to tell you that beginning February 1, 1999, I am going to be spending more time
on breast care center program development and finalizing work on some exciting research. I
am finding it increasingly difficult to be available for all of the new patients referred to me with
breast cancer, and to also be available to see all of my follow-up patients. I am also aware that
there are problems getting in to see me and long waiting times once you are here. Obviously,
a better solution is needed!

As most of you know, I am now the Director of the Carol Franc Buck Breast Care Center, and as we have grown in
size, I have had to shoulder many more responsibilities and must now devote some attention to program
development. I have assembled a highly skilled clinical staff. There are two new surgeons who like myself,
specialize in diseases of the breast, Drs. Shelley Hwang and Henry Kuerer. Most of you know our clinical nurses
Marylou Ernest and Deborah Hamolsky who have accrued many years of expertise in the field of cancer care and
are highly skilled in breast exams and breast care. We have now added Pat Keams RN to our staff who works
primarily to ensure that patient questions and concerns are met. The Breast Care Center is totally committed to
your care.

In order to continue to provide the quality of care that we have been striving for, we have just finished designing a
comprehensive new program that will deliver coordinated, consistent care to each of you. We have designed a
follow-up program for patients who are a year out from their cancer diagnosis or who are at high risk for
breast cancer and have had a year of stable exams. At your follow-up appointment you will be seeing Mary Lou
Ernest, our Nurse Practitioner, who will perform a thorough exam and you will be asked an extensive set of
questions. The questions are to help us make sure that you are doing well, and to make sure that we do not miss
the opportunity to take care of any side effects of treatment that we can improve. If any problems are detected you
will automatically be seen by your physician. I want to assure you that I will be available for any urgent
problems that arise but will not always be available for routine follow-up exams.

In addition, we will have nutrition and exercise consultation available. Once a month Dr. Tripathy and I will hold
sessions open to our patients who wish to come, where we can discuss all of the latest updates and critical issues
that any of you may have. We have discovered that often people have issues that are important to them, but that
also turn out to be of great interest to others. We believe that this approach will improve care and we are going to
try it and evaluate it. In addition, we will have a monthly educational seminar on topics ranging from nutrition,
exercise, lymphedema to prevention and cancer risk.

I welcome your input. Please send your comments to me via Laurel Bray-Hanin, our Clinical Practice Manager at
laurelb@itsa.ucsf.edu or call her at (415) 885-7607.

Sincerely Yours,

Laura Esserman, MD, MBA, Director
UCSF Carol Franc Buck, Breast Care Center
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FACT-B (Version 4)

Below is a list of statements that other people with your illness have said are important. By
circling one (1) number per line, please indicate how true each statement has been for you
during the past 7 days.

PHYSICAL WELL-BEING Not A little Some- Quite Very
at all bit what a bit much

I have a lack of energy ....................................................... 0 1 2 3 4

I have nausea ............................. 0 1 2 3 4

GPI Because of my physical condition, I have trouble
meeting the needs of my family .......................................... 0 1 2 3 4

P4 I have pain .......................................................................... 0 1 2 3 4

aim I am bothered by side effects of treatment ......................... 0 2 3 4

I feel ill ............................................................................... 0 1 2 3 4

I am forced to spend time in bed ....................................... 0 1 2 3 4

SOCIALFAMILY WELL-BEING Not A little Some- Quite Very

at all bit what a bit much

GI I feel close to my friends ................................................... 0 1 2 3 4

I get emotional support from my family ............................ 0 1 2 3 4

csi I get support from my friends ................... 0 1 2 3 4

GOS My family has accepted my illness ................ 0 1 2 3 4

Ws, I am satisfied with family communication about my
illness ................................................................................. 0 1 2 3 4

I feel close to my partner (or the person who is my
m ain support) .................................................................... 0 1 2 3 4

Regardless ofyour current lavel of aexual activity, please
answer the following question. Jfyou prefcr not to answer
it, plecave check this box El and go to the next section.

CS7 I am satisfied with my sex life .......................................... 0 1 2 3 4

US taknish
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FACT-B (Version 4)

(
By circling one (1) number per line, please indicate how true each statement has been for you
during the past 7 days.

--EMOTIONAL WELL-BEING Not A little Some- Quite Very
at all bit what a bit much

C21 I feel sad ............................................................................. 0 1 2 3 4

OU I am satisfied with how I am coping with my illness ..... 0 1 2 3 4

Go I am losing hope in the fight against my illness ................ 0 1 2 3 4

M4 I feel nervous ..................................................................... 0 1 2 3 4

C65 I worry about dying ........................................................... 0 1 2 3 4

Q6 I worry that my condition will get worse ....................... 0 1 2 3 4

FUNCTIONAL WELL-BEING Not A little Some- Quite Very
at all bit what a bit much

I am able to work (include work at home) ......................... 0 1 2 3 4

on My work (include work at home) is fulfilling ................... 0 1 2 3 4

n I am able to enjoy life ........................................................ 0 1 2 3 4

Ca F4 I have accepted my illness ................................................. 0 1 2 3 4

GF3 I am sleeping well .............................................................. 0 1 2 3 4

of* I am enjoying the things 1 usually do for fun ..................... 0 1 2 3 4

on I am content with the quality of my life right now ....... 0 1 2 3 4

S1Uf



FACT-B (Version 4)

By circling one (1) number per line, please indicate how true each statement has been for you
during the past 7 dUys.

ADDITIONAL CONCERNS Not A little Some- Quite Very
at all bit what a bit much

I have been short of breath ................................................. 0 1 2 3 4

92 I am self-conscious about the way I dress ......................... 0 1 2 3 4

I" One or both of my arms are swollen or tender .................. 0 1 2 3 4

1 feel sexually attractive ..................................................... 0 1 2 3 4

as I am bothered by hair loss ................................................. 0 1 2 3 4

a, I worry that other members of my family might
someday get the same illness I have ............... 0 1 2 3 4

I worry about the effect of stress on my illness ................. 0 1 2 3 4

a, I am bothered by a change in weight ................................. 0 1 2 3 4

SIam able to feel like a w om an ........................................... 0 1 2 3 4

US fall"
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Single General Health Item from the SF-36:

1. In general, would you say your health is:

nExcellent

OVery Good

MGood

OFair

OPoor



Quality of marriage inventory

For married people:

Please indicate how well the following statements describe you and your marriage.

Very Strong

disagreement

1. We have a good marriage. 1 2 3 4 5

':•:s vry stable. i . ,.

3. Our marriage is strong. 1 2 3 4 5

5. I really feel like part of a team 1 2 3 4 5
with my partner.

6. On the scale below, circle the number that best describes the degree of happiness,
everything considered, in your marriage.

1 '2 3 4 5 6 7 8 9 10
Very Happy Perfectly
UNhappy Happy



Fear of ErLurrene

Lioted below are a number of statements concerning. a person'$ beliefs
about thilr own health. In thinking about the palxtw ,. please IndIc811
how much you agree or disagree with euch statement: Strongly Agree,
Agree, Not Certain. Disagree, or Strongly Disagree. Please circle the
number of your enewer.

Strongly Not Stogly
SAgm Agm C29WO • Zl

1. Because canoer Is unpredictable, 1 2 34.
I feel I cannot plan for the future.

2. I will probably have a relapse 1 2 3 4 5

Irecurrencel within the next five years.

3. My fear of having my cancer getting 1 2 3 4

wors gets in the way of my enjoying
life.

4. I am afraid of my cancer getting worse. 1 2 3 4 5

5. 1 am certain that I have been cured of 1 2 4
cancer.



Please check the appropriate response for each of the statements as they pertain to you OVER THEPAST WEEK Please read carefully since some statements are positive and some are neqative.

Rarely or Some or a Occasionally
None of Little of or Moderate All of
the Time the Time Amount of the the Time

(LESS THAN (1-2 Time (3 -4 (5-7
I DAY/VVK) DAYS/WK) DAYS/WK) DAYS/WK)

I was bothered by things that
usually don't bother me. 

..E .
I did not feet like eating, my
appetite was poor. - .- A T
I felt that I could not shake
off the blues even with help
from my family.

I felt that I was just as good
as other people.

I had trouble keeping my
mind on what I was doing.

I felt depressed.

I that everything I did
w,.., an effort. 

F
I felt hopeful about the
future. 

- HOEFUL
I thought my life had been
a failure. 

FAILURM
I felt fearful. 

......._...
My sleep was restless. E
I was happy.

I talked less than usual.
I felt lonely. 

L .NEL . .....
People were unfriendly. - UNFRI:EN
I enjoyed life. 

ENJOYE
I had crying spells. 

CR
I felt sad.

1f W that people disliked

DISLIKD___could not "get going." OGETGO

UNIVERSITY OF PENNSYLVANIA 
JANUARY 1997



SATISFACTION WITH TREATMENT

(Currently used in UCSF Prostate Cancer Study)

1. Overall, how satisfied are you with the treatment you received for your breast cancer?

2. Overall, how satisfied have you been with the relief of your breast cancer symptoms?

3. Overall, how satisfied are you with your choice of treatment fro your breast cancer?

Response choices for the above three questions are:

Extremely dissatisfied
Dissatisfied
Neither satisfied nor dissatisfied
Satisfied
Extremely satisfied

4. How bothered have you been by the side effects of your breast cancer treatment?

0 1 have no side effects
O Not at all bothered
o Slightly bothered
o Moderately bothered
o Very bothered
[] Extremely bothered
0 1 have not started treatment yet



Satisfaction with Care

(Disease-Specific Care, with approval from the Arthritis Research Group, UCSF)

1. How would you rate the following aspects of your health care for your breast cancer?
(Response choices: l=Excellent, 2=very good, 3=good, 4=Fair, 5=Poor, 6=DK/NA)

"1. Getting through to your doctor's office on the telephone to get advice?
2. Being able to see your own doctor, or another doctor who is familiar with your

medical history?
3. The length of time between making the appointment and the day you can see the

doctor?
4. The distance you have to travel to the doctor's office?
5. The time you have to wait in the doctor's office?
6. The information you receive from your doctor?
7. The way the doctor encourages you to ask questions?
8. The way your doctor listens to your concerns?
9. The way your doctors explains your medical condition and treatments?
10. The thoroughness of the doctor/s examination?
11. The way your doctor involves you in treatment and medication decisions?
12. Your doctor's competence

2. Overall, how satisfied are you with the care provided by your primary cancer doctor?

1. Very satisfied
2. Satisfied
3. Dissatisfied
4. Very Dissatisfied
5. DK/NA



We are interested in your use of health care providers in the PAST 12 MONTHS. Please record all
information whether or not the care was for your breast cancer.

1. Have you seen any health professionals such as a nurse practitioner or any doctor in the PAST 12
months? Please don't include any visits while you were in the hospital or for receiving a medication
injection only.

If "YES, " record the number of visits for each type of health professional you have seen_

EXAMPLE: 3 Number of visits to a Medical Oncologist (in the PAST 12 months)

a. Number of visits to a Primary Physician, Internist, or General Practitioner

b. Number of visits to a Gynecologist

c. Number of visits to a Medical Oncologist (cancer specialist)

d. Number of visits to a Radiologist, Radiation Technician/Therapist for treatment

e. Number of visits to a Mental Health Professional (psychiatrist, psychologist, etc...)

f. Number of group session with a Mental health Professional

g. Number of visits to a Nurse Practitioner or Physician's Assistant

h. Number of visits to a Physical or Occupational Therapist

i. Number of visits to a Chiropractor

j. _ Number of visits to a massage therapist

k. Number of visits to Other Health Workers (please describe):
(For example: nutritionist, social worker, dietitian, or others)

BCCUSE.DOC05/05/99



In the PAST 12 months, did you stay in the hospital overnight or visit an emergency room for any
reason?

If "YES. "please describe each hospital or emergency room visit in the PAST 12 months:

Reason for Admission Date # of Days
Hospitalization/ Hospital Information 11/99-6/30//99 in

Emergency Room Visit Hospital
(Month, Year)

a.
Hospital Name

Hospital Address (Street Name, City, State)
(Month, Year)

b.
Hospital Name

Hospital Address (Street Name, City, State)

In the PAST 12 months, have you had any outpatient surgeries or procedures?

If "Yes, "please describe:

Date
Surgery or Procedure (Month, Year)

a. /

b. /



In the PAST 12 months, have you had to obtain any devices to help you in daily activities, such as a cane
or walker, or prosthesis?

If "Yes, "please indicate whether you PURCHASED or RENTED the device:

Device Purchased Rented

a. D rainage supplies .................................................................................... 3

b. Prosthesis ................................................................................................ 0

c. assistive devices for personal hygiene, such as a raised toilet seat ........ 0 3.

d. W heelchair/W alkers/Canes .................................................................... E3

e. Special Bras ......................................................................................... E. 0 [

f. Special sleeves ....................................................................................... C C3

g. assistive devices for personal hygiene, such as a raised toilet seat ........ E

h. Others (please describe): E 0

C_ 3

In the PAST 12 months, have you used alternative treatments such as acupuncture, herbal remedies,
homeopathic remedies, special diets or other treatments?

If "Yes, "please complete:

# of Treatments or days of treatment
Type of Treatment in the past 12 months

a. acupuncture

b. Chinese herbal remedies (describe)

c. Other herbal remedies (describe)

d. Vitamin/mineral supplements

e. Diet modification (describe

f. Exercise program (tai chi, yoga, or other program)

g. Homeopathy

h. Other (describe)



In the PAST 12 months (January 1 - June 30, 1999), have you received any injections or intravenous
medications (intravenous infusions)?

If "YES," COMPLETE FOR ANY INJECTIONS OR INTRAVENOUS INFUSIONS.

# of # of Still taking IF NO, # Weeks out
Name of Medication Injections Infusions today? month of last 12

per month per week (Circle one) stopped months on
drug

Yes No

a. El El

b. .0 El

c. El El

d. El El

e. Other (please specify below): El El

__ El



What type(s) of health insurance do you have?

a. 0 None

b. [] Medicaid or Other State Assistance

c. 0 BCRP - insurance specifically for breast cancer patients

d. 03 Medicare Part A - Medicare insurance for hospital care.

e. 03 Medicare Part B - Medicare insurance for physician visits and other non-hospital care.

f. 0 Medicare/HMO - Insurance for people with Medicare who select to join a health
maintenance organization (HMO).
Name of HMO:

g 03 Medigap Insurance - Additional insurance for people covered byMedicare. Medigap
policies generally pay the Medicare deductibles and co-insurance.
Name of Supplemental Insurance:

h. 0 Medicare Disability Insurance

i 0 Other Public Assistance

j. 0 Traditional Insurance - Insurance where you may see any physician you choose. Many
traditional insurance policies require you to pay coinsurance [a percentage of the charges
for each visit] and/or a deductible.
Name of Insurance:

k. 0 Health Maintenance Organization (H-MO) - Insurance where you must see a primary
care physician (MD) to receive care. In most cases, the primary care MD must authorize visits to
specialists or other providers. Primary care MD's are chosen from a list of MD's affiliated with the
organization. In most cases, HMO's charge a small co-payment for each visit, but have no deductible.
Name of HMO:

1. 0 Preferred Provider Organization (PPO) - Insurance where you may see any physician
(MD) you choose, but you pay a different amount depending on whether or not the MD is affiliated
with the organization and whether or not you are referred by your primary care MD.

Name of PPO:

m. 0 Champus or Veterans Administration

n. 0 Federal Employees Health Benefit Program (FEHBP)

o. 0 Other (please specify):



Baseline Demooraghics

Please answer the following questions. All of your answers will remain confidential. If you have
any questions, please ask the person who gave you this questionnaire.
Thank you for your cooperation.

Name: Date:

______ Birthdate: Height:. Weight:
DOD ID#_

1. What is your racial/ethnic background?

2. Which of the following best describes your relationship status? (Check one)

Married:
Living together on a long term basis: 0
Widowed:
Divorced/Separated: 0
Never Married: 0

3. Do you have any children? Yesfn No:n

If yes, how many? How old are they7

4. What is the highest grade you completed in school? (Check one)

8th Grade or less: 0
Some high school: o
High school graduate: 0
Some college: 0
College graduate: 0
Any post-graduate work: 0

5. What is your occupation(if retired, from what)?:

6. What is your average yearly family income? (Check one)

<$1 5,000: 0
$15,000-29,000: 0
$30,000-44,000: 0
$45,000-59,000: 0
>$60,000: "



Baseline 0emograohics (continued)

7. Do you have pain/discomfort at this time? Yes:n No:O

What do you do to reduce your pain?

8:lIn general, would you say your health is: (Check one)

Excellent: 0
Ver goo: 0.

Fair: 3
Poor: 03

9. Have you ever participated in any alternative treatments (e.g. acupuncture, biofeedback,
yoga, alternative spiritual practice, etc.)? Yes:0 No:W

If yes, what did you do?

Did you do this for a certain reason (illness, etc., list)?

How long ago?

10. Do you smoke? Yes:f1 Nofl Have you ever smoked? Yes:0 No:rl

If yes, when did you quit?

11. Do you drink alcoholic beverages? Yes-.O No:I-

If yes, how often? Once/week: 0
2-3 Times/week: 03
3-5 Times/week: 3
Every day: 3

12. Do you use non-prescription drugs such as marijuana, cocaine, etc.? Yes:n No:F

If no, have you ever used non-prescription drugs? Yes:- No:0



Blaseline Demooraphics (continued)

13. Do you have a regular exercise routine? Yes:O3 No:O]

If yes, please describe:_

If yes, how many days/week do you exercise? _days/week.

About how long do you exercise each times?

Could also add: Do you follow a special diet? Yesfn NoI-13

If yes, please describe:
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ABSTRACT
Background Fine needle aspiration biopsy (FNAB) has been used with highly variable success
as a diagnostic test for benign and malignant breast lesions. In this study, we examined the effects
of training in the sampling technique and of caseload on the diagnostic accuracy of FNAB of
palpable breast masses.
Methods We reviewed 1043 consecutive FNAB specimens of the breast obtained during one
year (1992). Seven hundred twenty-nine FNABs were performed by formally trained physicians
(at least 150 FNABs performed under supervision during fellowship training or the equivalent)
who had done at least 100 FNABs during the year. Three hundred fourteen FNABs were
performed by physicians without formal training who had done 43 or fewer FNABs during the
year (median, two). All cases were reviewed microscopically and evaluated for the quality,
amount, and type of material present, for diagnostic accuracy, and for the rate of surgical
intervention. A minimum of two years' follow-up was obtained by matching all cases to the
population-based Northern California Cancer Registry. FNAB specimens were correlated with
histologic specimens when available.
Results Using FNAB, the trained physicians missed only 2 percent of cancers, whereas the

untrained physicians missed 25 percent. Only 8 percent of the patients with benign lesions seen by
the trained physicians went on to surgery, whereas 30 percent of those seen by untrained
physicians did so. Specimens obtained by trained physicians were of much higher quality and
significantly less likely to be nondiagnostic.
Conclusion When performed by physicians who are well trained in the technique, FNAB is a

highly accurate, cost-effective diagnostic method that carries minimal morbidity and could replace a
large number of surgical biopsies. When performed by physicians without proper training, it is
virtually useless, adds cost, and is potentially harmful. We suggest that training opportunities be
set up and the procedure concentrated in well-trained hands to provide high-quality FNAB to the
maximum number of patients.
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INTRODUCTION
The idea of using thin needles to sample lesional tissues is not new. As early as 1847, Khun used a
needle to aspirate material for diagnosis of tumors.1 In 1904, Grieg and Gray detected
trypanosomal organisms in needle aspiration biopsy material from the lymph nodes of patients with
sleeping sickness.2 The first larger series of needle aspirations was reported in 1930 by Martin and
Ellis,3 who described 65 needle aspiration diagnoses primarily of neoplastic disease in various
body sites. Three years later, Stewart expanded that series to include the cytological findings in
2,500 tumors.4 These early studies used needles that were slightly larger than the ones used today,
but otherwise the technique was essentially the same. Over the ensuing decades, fine needle
aspiration biopsy (FNAB) was used on a limited basis in the United States and Europe.

Over the past twenty years, fine needle aspiration biopsy of many body sites (including the
thyroid gland) has enjoyed increasing popularity in the United States. The breast is commonly
sampled by this method, and many reports have been published on its use at this site. Giard and
Hernan's review of 29 such reports illustrates the wide spectrum of results obtained with this
procedure.5 The sensitivity (ability to detect breast cancer) ranged from 65 percent to 98 percent,
and the specificity (ability to rule out malignancy) ranged from 34 percent to 100 percent. Thus, at
the high end of this spectrum, FNAB is a highly reliable, cost-effective test comparable to open
biopsy.6 At the low end, however, FNAB is unreliable and misleading, often rendered as an extra
step in a patient's work-up and followed by an open biopsy. In this situation, FNAB often adds
cost because it is a redundant procedure.

Currently, there is a trend in the United States to abandon FNAB in favor of larger core
needle biopsies, "microbiopsy systems," and traditional open biopsies. Often, ultrasound is used
to guide biopsies, even when the lesion is clearly palpable, adding to the cost of patient care. This
trend appears to reflect a perception that FNAB is not delivering accurate results. Many clinicians
cite the inability of the pathologists to interpret the material, while many pathologists complain that
the specimens they receive contain scanty and poorly preserved material. Some have concluded that
FNAB inherently is not a good diagnostic tool.

Numerous studies have attempted to identify ways to improve the diagnostic accuracy of
FNAB. Some studies have concluded that more experienced practitioners or those with larger
caseloads produce fewer nondiagnostic specimens. 7-1 None of these studies, however, defined or
specifically assessed the effects of training in FNAB sampling technique. It may be that physicians
who perform more FNABs are also more likely to have received extensive training in the
technique. Thus, a larger caseload may not, by itself, explain why the specimens are better. One
study showed that specific training and experience in the microscopic interpretation of FNAB
specimens produce better results. 11 Other studies have looked at the impact of the number of needle
passes used12 and the importance of target size for obtaining a diagnostic specimen.13 Several
studies have concluded that sampling error accounts for the majority of missed diagnoses. 8,14-17

The goal of this study was to investigate the effect of training in the sampling technique and
the effect of case load on the sensitivity and the specificity of FNAB in the diagnosis of benign and
malignant breast lesions.

MATERIALS AND METHODS
We retrospectively reviewed 1043 consecutive FNAB specimens of palpable breast lesions

from 927 patients. All specimens were collected between January 1 and December 31, 1992, in
three San Francisco hospitals: UCSF Moffitt-Long, UCSF Mount Zion, and California Pacific
Medical Center. The cases were identified by searching the computerized databases of the
respective pathology departments. Charts were reviewed only when needed information could not
be obtained from the cytology requisition forms, from the pathology, cytology, and mammography
reports, or from the Northern California Cancer Registry Surveillance, Epidemiology, and End
Results (SEER) database. The primary information obtained from the charts was tumor size and
location (quadrant of the breast). Knowing the location of the tumor within the breast allowed us to
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determine if a lump sampled by FNAB was in the same location as the subsequently removed
tumor before we concluded that a FNAB had failed to detect the tumor.

Cases collected by physicians who were well trained in FNAB technique were compared
with cases collected by physicians who had not had significant training in FNAB. The well-trained
physicians had completed fellowship training or the equivalent, having performed at least 150
FNABs under the supervision of an experienced practitioner of the technique. The untrained
physicians had read a description of the technique, attended a lecture, observed another physician
perform the procedure a few times, or performed a small number of FNAB procedures (10 or
fewer) under the supervision of an experienced practitioner. Information about the training status
of all the physicians was collected, and the number of breast FNABs performed by each physician
during 1992 was tabulated.

All reports and slides were pulled for review. The slides were reviewed and reinterpreted
by an experienced cytopathologist (B-M L) without knowledge of the original diagnosis.
The degree of epithelial cellularity and the presence of nonepithelial components were recorded.
The degree of cellularity was defined as follows. When epithelial cells were present in most
microscopic fields, the material was considered to be of abundant cellularity; when epithelial cells
were easy to find but not present in most microscopic fields, the material was considered to be of
moderate cellularity; and when it was necessary to search for epithelial cells, the material was
considered to be of scant cellularity. These definitions are in accordance with the recommendations
of a National Cancer Institute-sponsored conference on uniform approach to FNAB of the
breast.18 The nonepithelial components present were for the most part fragments of adipose tissue
and components of cyst fluid; a few cases of hematoma and fat necrosis were recorded. Significant
artifacts affecting the evaluation of the specimens were noted.

Based on the material present on the slides and on the clinical information available in the
original cytology request form, a judgment was made as to whether the material was diagnostic or
not. For example, if a firm or moderately firm defined mass was described and the slide contained
only scant epithelial cells and fragments of adipose tissue, the specimen was deemed nondiagnostic
because the cytologic findings were inconsistent with the clinical finding. Similar cytologic material
obtained from a soft, ill-defined thickening of the breast and judged to have a low likelihood of
being malignant was considered consistent with the clinical finding and was deemed diagnostic.

To determine how many malignant tumors were missed by FNAB, we submitted all 877
cases without surgical follow-up and 77 of the 155 cases with surgical follow-up to the SEER
database for matching with reported breast cancers. The reason for not submitting 78 cases
with known surgical outcomes to the SEER registry was the difficulty in
obtaining all information required by the registry from one of the hospitals. SEER
is a population-based cancer registry administered by the Northern California Cancer
Center which is designated by the California Department of Health Services to
collect cancer incidence data. SEER covers all seven counties of the greater San Francisco
Bay Area and is estimated to include 98 percent of all breast cancers diagnosed in the region. A
minimum of two years' follow-up was available in all cases. The definition of cancer missed by
FNAB in this study was a benign or nondiagnostic FNAB followed within two years by cancer in
the same quadrant of the breast. Medical charts, pathology reports, and cytology requests and
reports were used to correlate the sites of FNABs and subsequently reported cancers.

The statistical significance of differences in tumor size and patient age between patients
seen by trained versus untrained physicians was determined by t test. The chi-square test was used
to compare the sensitivity and frequency of cancer in the various diagnostic categories between
trained and untrained physicians. Contingency-table analysis was used to compare the quality of
samples obtained (determined by microscopic reinterpretation) and the accuracy of diagnosis
(determined by case review and follow-up) by trained versus untrained physicians.
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RESULTS

Study Population
There was no significant difference in patient age or tumor size between patients seen by

trained physicians and those seen by untrained physicians. The mean age was 56.6 years (range,
33 to 88) in the trained group and 62.7 years (range, 37 to 91) in the untrained group. The mean
tumor size was 2.9 cm (range, 0.9 to 10) in the trained group and 2.3 cm (range, 0.7 to 7.8) in the
untrained group. In three cases from each group, tumor size could not be ascertained.

Trained Physicians
Seven hundred twenty-nine of the FNAB specimens were collected by seven physicians

who were well trained in FNAB sampling technique and who performed at least 100 FNABs of
various body sites, including breast, during the study period. Three had completed a formal
fellowship in cytopathology lasting at least one year, and two had had extensive one-to-one
training under the supervision of a physician experienced and proficient in the procedure. The
cytopathology fellowship also provided extensive training in the microscopic interpretation of
FNAB specimens. Two physicians were undergoing fellowship training and were supervised
closely until they were judged able to operate independently. All seven performed at least 150
FNABs during their training. Early in training, all biopsies were done under direct supervision.
Each biopsy specimen was checked microscopically for adequacy by quick stain before the patient
was released. As they showed increased proficiency, trainees performed FNABs without direct
supervision. However, if the material appeared too scant by quick stain or if technical difficulty
was encountered, a senior colleague was immediately called in for consultation. Of the seven
trained physicians, six were cytopathologists and one was a surgeon.

Untrained Physicians
Three hundred fourteen of the specimens were collected by 69 physicians who had not had

significant training in FNAB sampling technique. These physicians performed a median of two
FNABs during the year of investigation (range, 1 to 43). The three busiest physicians in this group
were surgeons, who performed 28, 35, and 43 FNABs, respectively. There were 24 primary care
physicians, 21 surgeons, 21 gynecologists, 2 pathologists, and 1 radiologist.

Quality of FNAB Specimens
The samples obtained by the trained physicians were of strikingly better quality than those

obtained by the untrained physicians, regardless of whether the lesion was benign or malignant
(Table 1). Generally, samples obtained by the trained physicians had much more abundant
cellularity and were significantly less likely to be nondiagnostic. In addition, the trained physicians
obtained a much higher percentage of samples that resulted in a definitive (and reliable) benign
diagnosis (Table 2). Significantly, benign lesions sampled by the untrained physicians were almost
four times more likely to be referred for surgical excision (30 percent vs. 8 percent).

Missed Cancers
Of 102 cancers included in the 1043 FNABs in this study (9.8 percent), 89 were

recognized as atypical (suspicious for cancer) or diagnosed as cancer by FNAB (89 percent). Most
notable is the striking difference in sensitivity for breast cancer: 98 percent for trained physicians
versus 75 percent for untrained physicians. Eleven of the 13 missed cancers were missed because
of sampling errors by the untrained physicians. Two cancers, one in each group, were missed
because of erroneous microscopic interpretation. No cancer was missed because of sampling error
by the trained physicians (Table 3). The true frequency of cancer, as determined by case review
and follow-up, in the various original diagnostic categories is shown in Table 4.
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Revised Diagnoses
The microscopic review resulted in 51 revised diagnoses. In two cases, the diagnosis was

changed from benign to suspicious for cancer; in both cases, subsequent histologic examination
showed carcinoma. In one of these cases, only a few atypical cells were seen. In the other, a
moderate number of epithelial cells were collected from a cystic lesion; these cells were obscured
by large numbers of inflammatory cells in an unusually darkly stained filter preparation.

The most common change of diagnosis, in 33 cases, was from benign to nondiagnostic.
None of these 33 samples came from lesions containing carcinoma. In five cases, the diagnosis
was changed from suspicious for cancer to definitive for cancer. Conversely, one case was
changed from definitive for cancer to suspicious for cancer. All six cases showed carcinoma upon
histologic examination. The remaining revisions of diagnoses were of lesser consequence.
Notably, in 45 of 51 revised diagnoses, the epithelial component was either scant or absent. Of the
13 missed carcinomas, 6 were originally diagnosed as benign and 7 as nondiagnostic. Of the 6
specimens from cancers originally diagnosed as benign, 2 had moderately abundant material and 4
had scant epithelium. One of the two cases misinterpreted microscopically contained moderately
abundant material and the other one scant material.

DISCUSSION
This study shows that physicians with formal training in FNAB sampling techniques

achieve much better results than physicians without such training. Using FNAB, the trained
physicians missed only 2 percent of malignant lesions, whereas untrained physicians missed 25
percent. Of the patients with benign lesions, only 8 percent who were seen by trained physicians
went on to surgery, whereas 30 percent of those seen by untrained physicians did so. In addition,
the specimens collected by the trained physicians were of much higher quality and were
significantly less likely to be nondiagnostic. These findings suggest that formal training in FNAB
sampling techniques has a major positive effect on the diagnostic accuracy of the procedure, a far
greater effect, in fact, than other factors considered in previous reports.

The importance of adequate training is evident in other areas of medicine as well. Primary
care physicians, for example, have a much higher rate of false-negative diagnosis of skin cancers
than dermatologists.19 Jowell et al.2° found that gastroenterology fellows could be considered
competent in performing endoscopic retrograde cholangiography only after they had performed at
least 180 procedures, a much greater number than previously recommended for training. In a

21study of variability in the interpretation of mammograms by radiologists, Elmore et al. found
substantial variability in diagnostic accuracy in detecting breast cancer. Although impact of level of
training or experience was not evaluated in this study, the authors concluded that improving
diagnostic accuracy requires additional specialized education, better-defined diagnostic criteria, and
examination of performance.

The effect of caseload on diagnostic accuracy in our study was less clear. The well-trained
physicians performed at least 100 FNABs during the one-year study period, whereas the untrained
physicians performed a median of two FNABs. However, the three busiest untrained physicians in
the latter group, who performed between 28 and 43 procedures each, did not achieve a higher
sensitivity for cancer than the other untrained physicians, who had smaller caseloads. Of the 15
cancers they encountered, these three physicians missed four (sensitivity, 74%), or 31% of the 13
cancers missed in the study. Thus, a slightly larger caseload alone does not appear to improve the
diagnostic accuracy.

Factors Affecting the Accuracy of FNAB
Numerous studies have investigated ways to improve the diagnostic accuracy of FNAB.

The factors evaluated include the number of samples collected,12,22 the size of the mass,13 the use
of various sample preparation techniques,2327 and the use of quick-stain procedures to assess the
adequacy of the material collected.28 One report on the impact of the number of samples implied
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that diagnostic material would always be obtained if a mass were sampled enough times
(approximately 10).12 However, the data in that report are in agreement with our experience that the
first sample provides the best chance for obtaining diagnostic material. Subsequent samples yield
diminishing returns because of local bleeding, particularly in the case of small targets, and infinite
sampling does not guarantee a diagnostic sample.

The study of the importance of the size of the mass concluded that targets smaller than 1 cm
or larger than 4 cm are difficult to sample.13 One explanation for the difficulty in sampling large
breast masses is that some of them are ill-defined lobular carcinomas. Such lesions are difficult to
diagnose by FNAB because of the lack of a firm, well-defined area to sample, the admixture of
benign components, the abundance of stromal tissue, and the presence of scant small tumor cells
often lacking obvious malignant features. Various, usually laborious, techniques, such as routinely
rinsing the needle for cell blocks or using other special sample preparations, have been suggested
as means to improve yield. 23-27 Others have suggested the use of a quick stain to determine if the
material obtained is sufficient for diagnosis.28

There are several reasons to use a quick stain at the time of sampling. First, it can show
whether enough material has been collected for a subsequent definitive diagnosis. Second, it
allows clearly malignant cells to be identified immediately, eliminating the need for additional
samples; in the absence of malignant cells, at least two samples should be collected in most cases.18
Third, it provides in many cases an immediate preliminary diagnosis, and any material needed for
special studies can be collected without delay (e.g., for culture of organisms in cases of
inflammation). However, using a quick stain will not compensate for poor sampling technique,
and obtaining several bad samples is unlikely to yield diagnostic information.

As is amply clear from the studies referenced above, none of the suggested remedies will
improve the results of FNAB by more than a few marginal percent. One problem with FNAB is
that it appears so easy to perform. However, unlike procedures such as venipuncture and spinal
taps, the results of which are immediately obvious (the fluid comes pouring out when the
procedure is properly performed), FNAB does not, in most cases, produce obvious confirmation
that the specimen is adequate. Thus, good sampling technique is best reinforced by one-on-one
training and microscopic examination of the sample. Even at the time of microscopic examination,
judging whether a specimen is adequate and representative of the lesion sampled requires
experience and knowledge of the clinical presentation of the mass.18

Because of its apparent simplicity, low cost, and low morbidity, FNAB is often used in a
casual fashion. Our findings in this study demonstrate that such use of FNAB produces unreliable
results that could seriously harm patients by not revealing the correct diagnosis. Failure to diagnose
a tumor is potentially deadly and may expose the physician to liability for malpractice.29 Also, extra
costs are incurred by the need for additional redundant tests. Indeed, in our study, the untrained
physicians referred almost four times more patients with benign lesions for surgery than the well-
trained physicians. One could argue that core biopsies are only a little more expensive than FNAB.
Because of their larger diameter, however, core biopsies tend to cause more local bleeding than
FNAB. They are also less versatile in that they are less suitable than FNAB for targets in certain
anatomical positions (e.g., close to the chest wall or adjacent to vital structures), small superficial
targets, and small movable targets in the axillary area.

Studies comparing the accuracy of core biopsies and FNAB for palpable masses are few.
One recent study by Ballo and Sneige3° showed that FNAB has a significantly higher sensitivity
than core biopsy. In that study, FNABs were collected by well-trained physicians in an FNAB
clinic. There are many more studies comparing FNAB and core needle biopsy on nonpalpable
lesion requiring guidance.3139 There the results vary widely. Generally when well-trained
cytopathologists participated in the process, the sensitivity and specificity were similar for both
procedures; however, when FNAB was carried out casually, the sensitivity of FNAB in particular
was much lower. In one study of mammographically guided FNAB, retraining the physicians who
collected the samples, more vigorous sampling, and intraprocedural evaluation of specimens for
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adequacy of the material increased the diagnostic sensitivity for cancer from 73 percent to 92
percent.40

When carried out by well-trained practitioners, FNAB is not only reliable as shown in this
study, it is also highly cost-effective compared with alternative diagnostic procedures such as open
biopsy. A number of studies have found substantial savings from avoiding open biopsies for
benign lesions and being able to proceed to definitive ,surgery for cancer without an intermediate
open biopsy.' 41-43 Thus, FNAB has significant advantages over other techniques, but only when it
is properly performed. It is therefore in the best interest of high-quality, cost-effective patient care
that practitioners be properly trained in its use.

Increasing the Diagnostic Accuracy of FNAB
In the United States, FNAB is performed primarily by physicians without formal training

in sampling technique and with small caseloads, typically fewer than 40 cases per year. The
specimens are then sent to a local or distant pathology laboratory for processing and interpretation.
As noted above, the diagnostic accuracy thus obtained is highly variable. In Europe, including
Scandinavia and France, however, where FNAB has been used extensively since the 1960s with
excellent results,44-47 a different approach is usually employed. There the patient with a lump in the
breast (or other superficial site) is referred for FNAB in a clinic staffed by cytopathologists
specifically trained in both the collection and the interpretation of the sample. The volume of cases
is typically high, and staff physicians typically perform an average of at least 50 FNABs per week.
In addition, the same physician examines the patient, performs the biopsy, and examines the
specimen microscopically, making sure the cytologic findings match the clinical presentation.

Several studies have found lower rates of false-negative diagnosis and/or nondiagnostic
specimens when cytopathologists perform the sampling and interpret the specimens than when
clinicians perform the sampling and send the specimens to a laboratory. '815,'44'48 Dixon et al.49
showed that the sensitivity of FNAB for breast cancer increased from 59 to 99 percent when the
samples were collected by a single experienced physician instead of by many physicians with
limited experience.

The results of the present study and the success of the Scandinavian approach to FNAB
suggest that the accuracy of the procedure could be significantly improved by formal training in the
sampling technique combined with expert interpretation of the samples. In the hands of our well-
trained physicians, FNAB had a sensitivity similar to that of frozen section50-56 and approaching
that of open biopsy.6'57 Using FNAB in conjunction with clinical examination and mammography
further improves the sensitivity significantly. 58-63 No palpable mass is too small or too large to be
sampled, and rarely are more than two or three samples from a given mass necessary. A quick
stain will enable the physician to collect only one sample in most malignant lesions.

A solution to the problem of substandard FNAB results is to train a limited number of
physicians well enough so that they can achieve a reliable diagnosis in over 95% of cases with a
minimal false-negative rate, 2 to 5 percent depending on the site. In our experience, such training
entails sampling 150 to 200 lesions under supervision. A substantial proportion of the cases must
be technically challenging for the trainee to develop advanced skills. Such training can be easily
organized if a clinic with a large caseload and well-trained physicians is available. On the other
hand, it is almost impossible to become well trained if the teachers are physicians who themselves
had no significant training and who perform only the occasional FNAB.

It makes good sense to train a given physician to perform FNAB on all superficial body
sites since the technique is essentially the same regardless of site. In this fashion, most medical
communities can have at least one or two physicians who are able to serve patients in the area. In
our opinion, it is not productive to implement "training programs" where residents perform 10 to
20 FNABs during their residency, as some have suggested. Such training will give the trainees the
false impression that they have been adequately trained when in fact all they have received is an
introduction. Many will use the technique briefly, be discouraged, and turn to other diagnostic
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methods that are more expensive or have a higher morbidity or both. Because most surgeons and
primary care physicians see relatively few patients who would benefit from FNAB, training all
these physicians would not be cost effective and would be logistically difficult if not impossible.

In summary, when performed by appropriately trained physicians, FNAB is a cost-
effective, highly accurate diagnostic technique with very low morbidity. When performed by
physicians without proper training, it is virtually useless, adds cost, and is potentially harmful. We
suggest that training opportunities be expanded and the procedure concentrated in fewer, well-
trained hands in order to provide high-quality FNAB to the maximum number of patients.
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TABLE 1. QUALITY OF THE FNAB SAMPLES DETERMINED BY MICROSCOPIC REVIEW.*

SAMPLING QUALITYt TRAINED PHYSICIANS UNTRAINED PHYSICIANS

Benign masses
Abundant 238 (35.3%) 20 (7.5%)
Moderate 110 (16.3%) 36 (13.5%)
Scant 185 (27.4%) 84 (31.6%)
Nondiagnostic 16 (2.4%) 109 (41.0%)
Cysts 126 (18.7%) 17 (6.4%)
Total 675 266

Malignant tumors
Abundant 48 (88.9%) 9 (18.8%)
Moderate 3 (5.6%) 17 (35.4%)
Scant 3 (5.5%) 15 (31.2%)
Nondiagnostic 0 (0%) 7 (14.6%)
Total 54 48
* Quality of the samples is based on review of the material for this study. Six samples

of benign masses were unavailable for microscopic review; information in these-cases was
extracted from the reports.

tThe quality of samples obtained by trained physicians was significantly higher than
that of samples obtained by untrained physicians (P=0.0001 by contingency table
analysis).

TABLE 2. FNAB DIAGNOSIS DETERMINED BY MICROSCOPIC REINTERPRETATION.

FNAB DIAGNOSIS TRAINED PHYSICIANS UNTRAINED PHYSICIANS

Benign massest
Benign* 487 (72.1%) 103 (38.7%)
Malignant 0(0%) 0(0%)
Atypical 46 (6.8%) 13 (4.9%)
Nondiagnostic t  16 (2.4%) 134 (50.4%)
Benign cysts 126 (18.7%) 16 (6.0%)
Total 675 266

Malignant tumors§
Benign 0(0%) 4(8.3%)
Malignant 42 (78%) 24 (50%)
Atypical 12 (22%) 13 (27.1%)
Nondiagnostic 0 (0%) 7 (14.6%)
Total 54 48
*Includes varying degrees of epithelial cellularity and some cases of fat only, dependent

on the clinical findings.
tIncludes specimens that did not explain the clinical findings; most had scant or no

epithelial component.
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*P=0.0001 comparing diagnosis of benign masses by trained versus untrained physicians
(contingency table analysis).

§P=0.0013 comparing diagnosis of malignant tumors by trained versus untrained
physicians (contingency table analysis).

TABLE 3. ORIGINAL FNAB DIAGNOSIS OF 102 BREAST CANCERS INCLUDED IN THE STUDY.

CANCER OR FALSE-NEGATIVE

ATYPICAL BY OR SAMPLING INTERPRETIVE

PHYSICIAN FNAB NONDIAGNOSTIC SENSITIVITY ERROR ERROR

Trained 53 1 98%* 0 1

Untrained 36 12 75% 11 1
*P=0.0014 versus untrained physicians (chi-square test).

TABLE 4. TRUE FREQUENCY OF CANCER IN THE VARIOUS ORIGINAL FNAB DIAGNOSTIC CATEGORIES.

TRAINED UNTRAINED STATISTICAL

FNAB DIAGNOSIS PHYSICIANS PHYSICIANS COMPARISONS*

Benign (includes cysts) 1/617 (0.2%) 5/154 (3.2%) P=0.0007
Malignant 42/42 (100%) 20/20 (100%) NS
Atypical 1.1/57 (19.3%) 16/29 (55%) P=0.0124
Nondiagnostic 0/13 (0%) 7/111 (6.3%) NS

*The chi-square test was used to compare the diagnostic accuracy of FNAB performed by
trained versus untrained physicians.

NS, not significant.
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SUMMARY

This study examined the relationships among spiritual well-being, quality of life, and

psychological adjustment in 142 women diagnosed with breast cancer who were participating in a

larger study designed to compare the efficacy of two psychosocial support programs.

Participants were given a set of questionnaires that measured spiritual well-being, quality of life,

and adjustment to cancer. Results revealed a positive correlation between spiritual well-being and

quality of life, as well as significant correlations between spiritual well-being and specific

adjustment styles (e.g., fighting spirit). There was also a negative correlation between quality of

life and use of a helpless/hopeless adjustment style, and a positive correlation between quality of

life and fatalism. In addition, a combination of demographic variables, spiritual well-being and all

five adjustment to cancer styles explained 38% of the variance in quality of life. These findings

suggest that spiritual well-being is strongly associated with quality of life and psychological

adjustment in women with breast cancer and should thus be considered as part of one's overall

treatment plan.



INTRODUCTION

The scientific literature strongly supports the notion that religious commitment can

enhance one's health. In a review of over 200 studies, positive relationships were documented

between religious commitment and physical and functional status, reduced extent of

psychopathology, greater emotional well-being, improved coping, and strengthened social

support (Matthews et al., 1993, 1995). Overall, these studies show that religious/spiritual

beliefs typically play a positive role in adjustment and greater health (Fitchett, 1996; Larson &

Milano, 1995; Matthews, 1997).

Spirituality has been defined by Ross (1995) in terms of three primary areas: meaning and

purpose, the will to live, and belief and faith in self, others, and God. It may be that spirituality

influences recovery from illness through a deeper understanding of life's meaning or purpose, or

an enhanced will to live. This study is the first of a series of studies hoping to further elucidate

the ways in which spirituality may influence the healing process and aid clinicians in recognizing

the interconnections between mind, body, and spirit.

Spiritual Well-Being (SPWB)

While studies vary in the particular focus they take when addressing concepts such as

spiritual well-being (SPWB) and spirituality, SPWB has been defined as incorporating aspects of

1) faith or spiritual beliefs, 2) meaning and purpose, and 3) peace/harmony. SPWB was initially

conceptualized as the feeling that one has a relationship with God, oneself, one's community, and

the environment, and that these relationships create a sense of wholeness and peace (National

Interfaith Coalition on Aging, 1975). It is viewed as a multidimensional construct that



incorporates both existential and religious dimensions (Ellison, 1983). The existential aspect has

been operationalized as the extent to which one has a sense of purpose and meaning in life, while

the religious aspect focuses more on a sense of relationship with a God or Higher Power

(Mickley, Soeken, & Belcher, 1992). This definition of SPWB provides a framework from which

to understand both the existential "spirit" realm and the religious "practical" realm of a patient's

overall spiritual well-being.

SPWB has been associated with several indicators of well-being, including self-esteem,

assertiveness, and meaning/purpose in life (Koenig, 1997; Mickley et al., 1992). Additionally,

improved SPWB in cancer patients has been shown to correspond with lower levels of anxiety

(Kaczorowski, 1989), good health habits (Kurtz, 1995), hope (Mickley et al., 1992), and higher

life satisfaction (Yates, 1981). What is not as clear, however, is the impact of a patient's SPWB

on other aspects of her/his well-being, including functional, emotional, physical, social/family

well-being, and overall quality of life. Furthermore, the relationship between SPWB and

psychological adjustment to cancer has received virtually no attention in the scientific literature.

Psychological Adjustment

Psychological adjustment is often noted as an important construct in the psychosocial

oncology literature. While a patient's mental adjustment to cancer may be viewed as an individual

process, it has also been defined in terms of categories of adjustment styles when studied in

patients with a variety of types of cancers. Two key components of mental adjustment to

cancer are: 1) appraisal, or the perception of the implications of cancer, and 2) the resulting

reaction, including thoughts and actions to minimize the threat of cancer (Greer & Watson, 1987).



Research by Moorey and Greer (1989) has led them to summarize the variety of individual

reactions one might have to a cancer diagnosis into five survival schema: Fighting Spirit, Cognitive

Avoidance (Denial), Fatalism, Helplessness/Hopelessness, and Anxious Preoccupation.

A patient's psychological response to cancer, measured three months post-operatively,

has been shown to be predictive of disease-free survival. More specifically, women with breast

cancer who exhibited Denial or a Fighting Spirit (FS) showed higher rates of disease-free survival

at five and ten year follow-ups than women who showed a Helpless/Hopeless (HH) or Stoic

Acceptance (Fatalistic) response to cancer (Greer, Morris, & Pettingale, 1979; Pettingale et al.,

1985). While many other studies have examined the relationships between different styles of

mental adjustment to cancer and other related variables, only recently have researchers begun to

explore connections between psychological adjustment styles and SPWB.

Rationale for Present Study

While the relationships among SPWB, QOL, and psychological adjustment for people

with cancer have not been studied together, researchers have examined different combinations of

these variables. Fitchett et al. (1996) conducted a study which demonstrated that faith and a

sense of purpose and meaning in life were strongly associated with higher QOL for persons with

cancer and HIV. Similarly, Cohen et al. (1996) found that the existential domain of SPWB was an

important predictor of overall QOL for people with various stages of cancer. Riley et al. (1998)

reported that among persons with chronic illnesses, the "non-spiritual" group reported lower

levels of QOL and life satisfaction compared with the "existential" or "religious" groups. SPWB

has also been shown to be independently related to QOL, even when controlling for the influence



of mood, emotional well-being, and social desirability (Brady, Peterman, Fitchett, Mo, & Cella, in

press).

While these studies have begun to explore some of the connections between these

variables, few conclusions can be drawn. This is primarily due to the fact that the few studies

that have been conducted in this area have used different measures of religion and spirituality,

making comparisons between these studies difficult. QOL has been studied in relation to

variables such as social support, coping, psychological adjustment and health status, yet few

studies have directly linked QOL with SPWB (Cohen et al., 1996; Fitchett et al., 1996; Riley et

al., 1998). Additionally, existing studies have not examined how different types of psychological

adjustment relate to SPWB, used validated measures of SPWB, or studied these constructs

together specifically in women with breast cancer, as opposed to cancers in general or other

chronic illnesses.

The present study examined the constructs of SPWB, QOL, and psychological

adjustment in women with breast cancer as they entered a 12-week psychosocial program that

focused on issues of social support and lifestyle change. We hypothesized that there would be a

positive correlation between SPWB and QOL. We also hypothesized that SPWB would be

negatively correlated with certain psychological adjustment styles, such as Helpless/Hopeless or

Anxious Preoccupation, but positively correlated with Fighting Spirit. Furthermore, we

predicted that SPWB would be positively associated with QOL, even after controlling for

psychological adjustment.



METHODS

Participants

The sample consisted of 142 women diagnosed with invasive breast cancer within the last

18 months, or women with a recurrence or metastatic disease. Exclusion criterion included Ductal

Carcinoma In Situ/Lobular Carcinoma In Situ, history of cancer other than a reproductive cancer,

and any concurrent life-threatening illness. In order to participate in the study the women had to

be fluent in English and able to fill out the questionnaires. Participants were part of a larger grant

funded project that compared a standard support group with a holistically oriented support

program for women with breast cancer. Recruitment was conducted through local physician's

offices, hospitals, and public service announcements. The majority of the sample was Caucasian

(84%) and mean time since diagnosis was 14 months. Their mean age was 49 years, ranging from

26 to 78 years old. Fifty-two percent were married/partnered, and 55% had done some post-

graduate work. An additional question was asked of each participant: "Do you have an active

religious practice?" with the definition of "active religious practice" determined by the

participant. Only 35% reported having an active religious practice.

INSERT TABLES 1 & 2 HERE

Measures

The participants completed a battery of questionnaires including an extensive informed

consent, a demographic questionnaire, a medical data information sheet, and measures of quality

of life, spiritual well-being, spirituality, and psychological adjustment.



The Functional Assessment of Chronic Illness Therapy-Breast (FACIT-B, Celia, 1997) is

a quality of life measure that focuses on issues of managing a chronic illness. It is self-

administered and ranked on a five point Likert scale. The FACIT-B is comprised of the FACIT-

G and nine additional items specifically related to breast cancer. The FACIT-G is the 27-item

general version of the FACIT scale that measures four areas of quality of life: Physical Well-

Being, Social/Family Well-Being, Emotional Well-Being, and Functional Well-Being. The nine

breast cancer-specific items include questions related to appearance, sexuality, treatment side

effects, and stress/illness. The FACIT-B has good reliability and validity (Cella, 1997). It was

validated on a sample of 295 breast cancer patients who were part of a large three-year validation

study. Internal consistencies (Cronbach's alpha) on the subscales range from 0.63 to 0.90 (Brady

et al., 1997). In addition, the FACIT-G was validated on a sample of 630 patients and also has

sound psychometric properties, including concurrent and construct validity, an internal

consistency rating of .89, and test-retest reliability coefficients ranging from .82 to .92 (Celia,

1997).

This study also used the 12-item Spiritual Well-Being (SPWB) scale of the FACIT, the

FACIT-Sp (Cella, 1997). This scale differs from other measures of spirituality primarily in its

focus on the existential and religious aspects of spirituality. It has two subscales including

meaning/peace and faith. Items cover issues such as: having a reason to live, finding purpose or

meaning in one's life, the ability to find comfort within, finding strength or comfort in one's faith

or spiritual beliefs, and the effect the illness has on one's faith. The internal consistency for this

measure was .87 (Cella, 1997) and further validity and reliability testing is underway (Brady et

al., in press). While this scale includes two subscales, only the overall spiritual well-being score



was examined in the present study in order to focus more closely on the relationships among

overall SPWB, QOL, and psychological adjustment.

The Mini-Mental Adjustment to Cancer (Watson et al., 1994), is the shorter version of

the MAC scale (Watson et al., 1988), and measures one's attitude toward dealing with cancer.

Specifically, it assesses the psychological adjustment styles of Fighting Spirit (FS), Fatalism

(FT), Helpless/Hopeless (HH), Anxious Preoccupation (AP), and Cognitive Avoidance (CA).

The 29 items are ranked on a four-point Likert scale ranging from (1) Definitely does not apply

to me, to (4) Definitely applies to me. Higher scores on these subscales represent higher

endorsement of the attitude associated with the particular sub-scale. The MAC has good

psychometric properties, and has been validated on samples of cancer patients from England

(Watson et al., 1991), the United States (Schwartz et al., 1992), and Spain (Ferrero et al., 1994).

Internal consistency is sound, and reliability for the subscales range from .65 to .84 (Watson et

al., 1988). Validation of the Mini-MAC is currently underway, and preliminary analyses show

that the scale has internal consistencies ranging from .62 (FT) to .85 (HI) (Levine, Fitzpatrick,

Eckhardt, Cotton, & Targ, 1999).

The Principles of Living Survey (Thoresen, Bowman, Koopman, Yang, Dubs, & Spiegel,

1995) is a 16-item measure of religious and spiritual beliefs. It includes three subscales: spiritual

practices, spiritual growth, and embracing life's fullness. Items cover issues such as: how one's

relationship with God or a higher power gives a sense of comfort, specific time commitments to

attending services or praying, forgiveness, time spent reflecting on life, feeling joyful and alive,

having meaning in life, and seeing death as a normal part of life. Recent inter-item reliability data

have found Cronbach's alpha's ranging from .93 for the spiritual practices subscale, .80 for



spiritual growth, and .76 for embracing life's fullness (Thoresen, Bowman, Koopman, Yang, &

Spiegel, 1997). As with the SPWB scale of the FACIT-B, only the overall spirituality score was

used in the present study in order to examine the association of overall SPWB with overall QOL.

Further research by a member of the present research team is underway to investigate the

relationships among the subscales of the PLS and those of QOL.

Procedure

Eligibility for the study was determined by trained research assistants who conducted

phone screenings. If eligible, women came to the clinic for an initial intake interview with a

research assistant, were given the first set of questionnaires, and then randomized into one of two

support group programs. Informed consent was collected from participants prior to their entry

into the study. Participants filled out questionnaires at four time points: prior to beginning the

program, and at 3, 6, and 12-month follow-ups. As mentioned previously, the present study

examined baseline data only.

Statistical Analyses

Total baseline scores were calculated for each of the scales and various demographic

variables were examined. In addition, bivariate Pearson R correlations among SPWB, QOL, and

psychological adjustment styles were examined. Nonparametric Spearman Rho correlations were

also performed between QOL and specific demographic variables. Finally, a hierarchical

regression analysis was performed to determine how much of the variance in QOL was accounted

for by the adjustment styles, spirituality, and SPWB.



RESULTS

Demographic information on the participants in the study is provided in Table 1. The

means and standard deviations for the measures are shown in Table 2. Statistical analyses

revealed several significant correlations between SPWB, QOL, demographic variables, and

psychological adjustment styles (see Table 3).

The analysis began with an examination of the correlation between demographic and

health variables and quality of life. Pearson r and nonparametric Spearman Rho correlations were

performed between QOL and various demographic variables. Several demographic variables were

correlated with QOL. While age was positively correlated with QOL (r = .32, p=.0001), time

since diagnosis was not significantly associated with QOL (r = -.03). Perceived health status was

significantly correlated with QOL (r = -.30, p =.0003) with higher perceived health related to

higher QOL. In addition, being married or partnered was related to higher QOL (r = -.22, p = .01)

as was having a higher income (r = .21, p = .01). Education was not significantly correlated with

QOL (r = .11) nor was ethnicity (r = .07) and therefore they were not utilized in the regression

analyses.

In addition, there was no significant difference in QOL between women who stated that

they had an active religious practice and those who stated that they did not (t= 1.33). As

expected there was a significant negative correlation between overall QOL and HH (r = -.46,

p=.0000) and between QOL and AP (r = -.46, p=.0000) and a positive correlation between QOL

and FT (r = .32, p=.0001). Surprisingly, QOL was not significantly correlated with FS (r =.14)

or Avoidance (r = -.12), (see Table 3).



As predicted, a positive correlation between SPWB and QOL (r = .48, p=.00000) was

found. Spiritual well-being was also strongly positively correlated with FS (r = .46, p=.0000) and

FT (r = .61, p=.0000), negatively correlated with HH (r = -.55, p=.0000), AP (r = -.49, p =

.0000), and CA (r = -.21, p =.02). Perceived health status was again significantly correlated with

SPWB (r = -.20, p=.02), with higher perceived health related to higher SPWB. Higher income

was also slightly related to SPWB (r = .17, p = .05). Neither age, marital status, time since

diagnosis, or education level was significantly related to SPWB. However, as expected, having an

active religious practice was significantly associated with SPWB (r = .18, p=.04 ).

Weaker associations were seen with the demographic, health, and psychological variables

and spirituality. The way in which the PLS was constructed results in a lower score signifying

high spirituality. Therefore some the correlations that one would expect to be positive actually

are reported as negative. Spirituality was not significantly related to any of the demographic

variables. However, strong correlations were see with spirituality and FS (r = -.34, p = .0001),

HH (r =.27, p =.001), AP (r = .26, p = .002), FT (r= -.54, p =.0001), but not with avoidance

(r =-.16, ns). As expected, spirituality correlated highly with SPWB (r = -.58, p =.0001) but

weakly with QOL (r -.19, p = .03).

INSERT TABLE 3 HERE

A hierarchical regression analysis was used to determine how much of the variance in

QOL was associated with SPWB and the five psychological adjustment styles (see Table 4). The

model was formed by entering the demographic variables first, then the psychological adjustment



scales, and the spirituality scale, with SPWB entered last. When the demographic variables (age,

income, marital status, health status) were entered a weak association was found with QOL (R2 W

.18). The addition of the psychological variables strengthened the association (R2 = .36), while

the inclusion of the spirituality measure did not affect the association (R2 = .36). However, the

final addition of SPWB significantly increased the association of the variables with QOL (R2 =

.38, F for the entire model = 4.87, p<.0001). In this final model, only fighting spirit (F= 4.04, p =

.05), and SPWB (F= 5.29, p = .02) significantly contributed to the model.

INSERT TABLE 4 HERE

DISCUSSION

With the recent renewal of interest in the spiritual realm and its relationship to healing,

questions arise about the nature of the relationships among spiritual well-being, quality of life,

and psychological adjustment to cancer. Our results indicate that, in this sample of women with

breast cancer, significant relationships were found between spiritual well-being and quality of life.

While only 35% of our sample described themselves as having an active religious practice, many

of these women reported having high overall Spiritual Well-Being. Regardless of specific religious

belief or practice, these women reported feeling that spirituality was an important part of their

well-being. Although we cannot determine which came first, improved QOL or higher SPWB,

our results indicate that change in one area could potentially influence the other. This study

added to the existing literature on health and spirituality by further demonstrating the importance

of SPWB in relation to QOL.



In addition, significant associations were observed between SPWB and psychological

adjustment styles including Fighting Spirit (FS), Helpless/Hopeless (HH), and Fatalism (FT).

Numerous studies have found that spiritual factors influence health status variables, such as

improved recovery and pain levels (Oxman, Freeman, & Manheimer, 1995; Pressman et al., 1990;

Yates, 1981). Furthermore, psychological adjustment styles which utilize cognitive strategies

such as positive thinking, faith, and finding meaning in life (e.g., FS) were related to SPWB. The

negative correlation between HH and SPWB is consistent with the studies showing that

spirituality is often related to hope or optimism for the future (Fehring, Miller, & Shaw, 1997).

In sum, the more "spiritually well" a woman reported she felt, the better her overall QOL and

psychological adjustment.

Significant correlations between QOL and Helpless/Hopeless (HH) and Fatalistic (FT)

adjustment styles were also found. These findings underscore the importance of hope and

acceptance in quality of life. It may be that a person who has accepted her/his illness with a

sense of hope for the future would report a higher QOL. It is interesting to note that Fighting

Spirit (FS) showed only a small, yet significant, correlation with QOL, which is different than we

had predicted. On the other hand, a significant positive correlation was observed between FT

and QOL. This correlation might seem unusual given the present definition of fatalism.

However, based on the current research it appears that the concept of fatalism may be complex.

Although exploration of this finding is beyond the scope of this paper, further research by a

member of this team is underway to re-examine this construct. Preliminary findings have

revealed that Fatalism seems to be positively related to spirituality and QOL and might be better



construed as a type of acceptance rather than stoic resignation (Fitzpatrick, Levine, Zelman, &

Heide, 1999).

In addition, a combination of demographic variables (age, income, marital status, health

status), adjustment styles and spirituality were significantly associated with QOL. A person

who feels secure financially and socially may be more able to focus on inner experiences which

may lead to greater QOL. On further examination, it was found that only fighting spirit and

SPWB added significantly to the model. Both fighting spirit and SPWB utilize cognitive strategies

such as faith and belief in meaning and purpose in life. It may be that the inner process that is

experienced by cognitive strategies such as faith and belief may be more strongly related to

quality of life than had been thought before.

Interestingly, different results were obtained from the two spiritually focused measures

used in this study, the PLS and the FACIT-Sp. While the scales were highly positively

correlated with each other, the size of the correlation suggests that they do not measure the same

construct. It may be that the FACIT-Sp measures more internally-based constructs such as

meaning, purpose, strength, etc., while the PLS focuses on external factors such as religious

practice, forgiveness, and connection to others and nature. The weaker association between PLS

and quality of life, as opposed to the strong association between SPWB and QOL, suggests that

internally-based SPWB as measured by the FACIT-SP, is a separate and important construct

that may influence a patient's QOL. Further studies are being conducted by our team on the

nature of the association of the subscales of these measures and QOL. We are also exploring

whether certain subscales are more related to adjustment and quality of life than other subscales.



A strength of this study is that three important psychological variables have been

incorporated together that have previously not been examined: SPWB, QOL, and psychological

adjustment. In particular, the examination of how SPWB relates to the psychological adjustment

styles of FT, FS, and HH sheds light on the relationship between psychological adjustment and

spirituality. Another strength of this study is the homogeneity of the sample. Through

conducting research with a select sample of women with breast cancer, the variance in coping

styles that might be evidenced in a more heterogeneous sample is reduced. With the relationships

among SPWB, QOL, and psychological adjustment established in this homogeneous group of

cancer patients, further studies can now test the generalizability of these theories with other

populations.

On the other hand, our small, homogeneous sample does restrict the generalizability of

our study to people with other cancers or illnesses. In addition, our sample included women who

were highly educated, primarily Caucasian, and from a single geographic area, which may also

restrict the applicability of these findings to other populations. Furthermore, the majority of the

women who enrolled in this study were interested in alternative medicine, as this is a focus of the

larger study. Therefore, many of these women may have more experience in alternative and/or

spiritual practices than the general population. Finally, longitudinal studies should be conducted

to determine if these relationships are consistent over time and to establish whether a causal

relationship exists between SPWB, QOL, and psychological adjustment to cancer.

Living with breast cancer presents women with many challenges, not the least of which is

facing the existential dilemmas of pain, suffering, and possible death. All resources, including

those spiritual in nature, that encourage healing, adjustment, and a better quality of life for



patients should be addressed in the clinical arena. Future studies, particularly if longitudinal,

could further aid in our understanding of the interrelationships between spirituality/religious

commitment and health-related outcomes.



Table 1: Demographic Dataa

Variable N (%) Mean Value SD Potential Range

Age 142 48.94 9.67 26-78

Time since Diagnosis (months) 142 14.49 30.24

Ethnicity

Caucasian 109(84)

Asian/Pacific Islander 12(9)

African-American 7(5)

Hispanic 2(2)

Marital Status

Married 63 (44)

Living Together 12(8)

Divorced 35 (25)

Never Married 32(23)

Education

High School or less 2(2)

Some College 24(17)

College Graduate 37(26)

Post Graduate Work 79(55)

Income



Less than $15,000 7 (5)

$15-29,000 20(14)

$30-44,000 18(13)

$45-59,000 27(19)

Over $60,000 68 (48)

Self.Rated Health

Excellent 39(27)

Very Good 58(41)

Good 33 (23)

Fair 10(7)

Poor 2(1)

Engagement in an Active Religious Practice

Yes 48 (35)

No 90(65)

a: Due to rounding, not all categories equal 100%



Table 2: Means and Standard Deviations for the FACIT-B, the SPWB scale, the PLS, and the

subscales on the Mini-MAC:

Scale N Mean Value SD Potential Range

1. Quality of Life Scale (FACIT-B) 142 95.86 18.76 11-135

2. Spiritual Well-Being Scale (FACIT-Sp) 130 28.34 9.24 6-48

3. Principles of Living Survey (PLS) 138 43.76 8.64 22-64

4. Psychological Adjustment Scale (Mini-MAC)

Fighting Spirit 139 12.67 1.92 7-16

Helpless/Hopeless 140 12.59 3.80 8-24

Fatalism 139 14.05 2.67 8-20

Anxious Preoccupation 140 21.52 4.64 8-32

Cognitive Avoidance 139 8.41 2.37 4-15
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ABSTRACT

This study examined the effects of self-blame versus taking responsibility for one's health in

order to explore the concept of "New Age Guilt" (NAG) in 114 women with invasive breast cancer.

Participants were administered measures of adjustment (Mini-MAC), quality of life (QOL), spiritual

well-being (SPWB), mood (POMS), and five questions that assess beliefs about the causation and

meaning of illness. Response rates to these questions were as follows: 68% of the women believed

that they were "Responsible for how healthy or sick", 91% stated that an "Illness could have a

positive effect" on their life, 50% reported that "Being ill was meant to teach" them something, 68%

felt that their 'Thoughts or emotions could cause" them to have a serious illness, and 16% believed

that "Illness can be a form of punishment". Believing an "Illness can have a positive effect" was

positively correlated with SPWB and negatively related to poor adjustment styles. Taking

"Responsibility for one's health" was associated with higher FS, FT, and seeing "Illness as an

opportunity to learn" but not related to distress. These findings are interpreted as refuting the notion

that NAG is associated with more distress. Rather, 'Taking responsibility" is associated with better

adjustment and seeing illness as an opportunity to learn. In addition, searching for meaning in one's

illness was associated with higher SPWB, while searching for causation was associated with lower

SPWB.



BACKGROUND

* What is New Age Guilt (N.A.G.)?

Recent trends in health care have led to the development of NAG, referred to as the belief that one has

caused oneself to become ill and which can result in guilt and self-blame. NAG can be viewed as a

side effect of the current trend towards focusing on the potential roots of one's illness, personal

responsibility for well-being, and the need for lifestyle changes in response to illness.

* Causation versus Meaning in Cancer

The search for causation in for one's illness (e.g., believing emotions can cause illness) can result in

blaming oneself for becoming ill, whereas the search for meaning (e.g., viewing illness as a teacher)

can serve to reframe the impact an illness has on one's life and alter one's sense of well-being.

* Examples of N.A.G. Self-Comments:

1. "I developed cancer because I let myself get too stressed"

2. "If I had prayed/meditated regularly I wouldn't have gotten sick"

3. "I got cancer because I have unresolved issues with my mother"

4. "If I had only eaten right and exercised I wouldn't have had a recurrence"

5. "If emotions affect my health, and I'm sick, then my illness must be my fault"

Primary Purpose of the Study: To explore the notion of "New Age Guilt" in a sample of

women with breast cancer, to determine the relative influence of assigning meaning versus causation

in one's illness, and to test whether taking responsibility for one's health was associated with negative

mood.

Research Questions:

1 . Is taking responsibility for one's health associated with self-blame or guilt, as expressed through

negative mood, feelings of helplessness/hopelessness, and avoidant coping?

2. Is there a differential relationship between Causation versus Meaning in Illness and Spiritual

Well-Being (SPWB)?

3. What is the relationship between the belief that an "Illness can be a form of punishmenf' and

SPWB, coping, and mood?



METHODS

Participants

" N= 114

The participants were women with invasive breast cancer diagnosed within the last 18 months, or

women with metastatic or recurrent disease

"* Mean Age = 50, SD=-10

Ethnicity: 85% were Caucasian (N=88), and 14% were Women of Color (N=15)

"• Marital Status: 45% were married (N=51), 23% were divorced/separated (N=26), 23% were

never married (N=26), and 10% were living with a partner on a long term basis (N=1 1)

"• Household Incomes:

49% had incomes greater than $60,000 (N=55)

4% had incomes less than $15,000 (N=5)

" Self-Rated Health: 29% = excellent (N=33), 24% = good (N=27), 39% = very good (N=44),

7% = fair or poor (N=8)

Measures

" MENTAL ADJUSTMENT TO CANCER SCALE (Watson et. al., 1994), measures one's

attitudes towards dealing with cancer (Mini-MAC). Subscales include: Anxious Preoccupation

(AP), Avoidance (AV), Fighting Spirit (FS), Fatalism (FT), and Helplessness/Hopelessness

(HH)

"• FUNCTIONAL ASSESSMENT OF CHRONIC ILLNESS THERAPY-BREAST (FAC1T-B;

Cella, 1997) was used to measure overall quality of life (QOL).

"* FACIT SPIRITUAL WELL-BEING SCALE (FACIT-Sp; Cella, 1997) was used as a measure of

overall Spiritual Well-Being (SPWB).

"* PROFILE OF MOOD STATES (McNair et al., 1971) is a measure of depression, anxiety, and

overall distress (POMS).

" Five questions were developed to assess beliefs about CAUSATION and MEANING of illness

(Targ and Levine).



RESULTS SUMMARY

1. This study found that while seeing "Illness as form of punishment" was associated with higher

distress, poorer adjustment, and lower QOL and SPWB, viewing "Illness as having a positive

effect" was associated with better coping and higher SPWB.

2. Taking "Responsibility for one's health/illness" was not associated with mood disturbance but was

related to higher Fighting Spirit and Fatalism.

3. Also, the questions that related to Meaning of Illness were associated with higher SPWB, while

the questions relating to Causation oflllness were not associated with SPWB.

4. These findings are interpreted as refuting the notion that New Age Guilt is associated with more

distress. Rather, taking "Responsibility for one's health/illness" is associated with better coping

and not related to distress.

5. Clinical Implications: Supporting patients in finding meaning in, rather than causation of, their

illness may result in a greater sense of peace and spiritual well-being.



Table 1. Relationships between Causation and Meaning Questions and Related Variables

1. Believing an illness could have a positive effect on one's life was associated with:

Higher Lower
Fighting Spirit Helplessness/Hopelessness

Fatalism Anxious Preoccupation

Spiritual Well-Being Avoidance

Plus, viewing "illness as a teacher", and not believing that an "illness can be a punishment"

2. Believing that one's thoughts or emotions can cause a serious illness was associated with:

• Viewing "Illness as a teacher"

9 Believing one is "Responsible for one's health/illness"

3. Believing that an illness could be a form of punishment was associated with:

Hi he Lower
Helpless Hopeless Fatalism

Anxious Preoccupation Spiritual Well-Being

Avoidance Quality of Life

* Plus higher Anxiety, Depression, and Overall Distress

* Plus Not believing that "Illness can have a positive effect."

4. Believing that being ill is meant to teach one something was associated with:

Higher Fighting Spirit, Fatalism, and Spiritual Well-Being

* Plus, believing that an "Illness can have a positive effect", that "Thoughts/emotions can cause

illness", and that one is "Responsible for one's health/illness".

5. Believing that one is responsible for how healthy or sick they are was associated with:

Higher Fighting Spirit and Fatalism

• Plus, believing that "Thoughts/emotions can cause illness", and that "Being ill is meant to teach

one something"



Table 2. Means and Standard Deviations for the Scales and Measures (N = 115)

Scale Mean Std. Dev.

A. Mini-Mental Adjustment to

Cancer Scale (Mini-MAC)

Fighting Spirit (4) 3.20 .51

Fatalism (5) 2.81 .54

Helpless/Hopeless (8) 1.53 .46

Anxious Preoccupation (8) 2.64 .58

Avoidance (4) 2.08 .61

B. Functional Assessment of Chronic

Illness Therapy (FACIT-B)

Spiritual Well-Being 28.98 9.59

Quality of Life 98.34 16.99

C. Profile of Mood States (POMS)

Depression 11.58 10.15

Anxiety 11.73 7.83

Overall Distress 36.53 36.58
(range = -21 - 156)



Table 3. Response Rates for the Causation/Meaning of Illness Questions

Question Yes No

Meaning:

I believe that an illness can have a positive effect on my life. 91% 9%

I believe that illness can be a form of punishment. 16% 84%

I believe that being ill is meant to teach me something. 50% 50%

Causation

68% 32%
I believe that my thoughts or emotions can cause me to have a
serious illness.

I believe that I am responsible for how healthy or sick I am. 68% 32%
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BACKGROUND

Adjustment styles to cancer have been shown to be related to the course of the illness. While these
constructs have been measured in several ways, not all of the measures have been adequately validated.
One of the more commonly used scales is the Mental Adjustment to Cancer Scale (MAC; Watson et al.,
1988). The MAC scale was designed from studies which found that certain adjustment styles were used
by breast cancer patients. Greer (1991 ) found that after 15 years women who exhibited either
fighting spirit or denial modes of adjustment to breast cancer lived longer than women who exhibited
stoic acceptance, anxious preoccupation, or helplessness/hopelessness styles.

The Mini-MAC (Watson et al., 1994) was designed as a refinement to the original MAC. Few validation
studies exist for the Mini-MAC. The validation of the Mini-MAC on a sample of women with breast
cancer is presented here.

METHODS

Participants and Procedure

The participants were 115 women diagnosed with invasive breast cancer within the last 18
months or women with metastatic disease. Participants were recruited from local hospitals and
doctor's offices to participate in a larger study, which involved random assignment to one of two types
of support programs: A Life-issues Support Group and an Integrated Support Program. Participants
were randomly assigned to one of two groups and given a set of questionnaires to fill out at the start of
the program. The data presented is from the baseline assessment of the women.

Measures

1. Mini-Mental Adjustment to Cancer Scale (Mini-MAC; Watson et al., 1994).

The Mini-MAC is a shorter version of the Mental Adjustment to Cancer Scale (Watson et al.,
1988). It contains 29 items measuring five coping styles: fighting spirit, helpless/hopeless,
anxious preoccupation, fatalism, and avoidance.

2. Index of Coping Responses (ICS; Billings & Moos, 1984; Moos, Cronkite, & Finney, 1990).
This 29-item scale can be analyzed in terms of five main methods of coping (logical analysis,
information seeking, problem solving, affective regulation, and emotional discharge).



RESULTS

Demoaraohics:
Mean age: 50 (SD=10)

Ethnic group: 85% (N=88) Caucasian
14% (N=1 5) women of color

Marital Status:
45% were married (N=51)
23% were divorced/separated (N=26)
23% were never married (N=26)
10% were living with a partner on a long term basis (N=I 1)

Income: 49% had household incomes of greater than $60,000 (N=55);
Only 4% had household incomes less than $15,000 (N=5).

Self-reported health at entry to study:
Excellent: N=33 (29%)
Very good: N=44 (39%)
Good N=27 (24%)
Fair or Poor N=8 (7%).

Factor Analysis:

A non-orthogonal factor analysis resulted in six factors with an Eigen value greater than 1. Therefore,
an orthogonal rotation was conducted to create five factor structures in order to correspond with the
five adjustment styles on the Mini-MAC:

FACTOR 1

Original Mini-MAC New Factor
Anxious Preoccupation
5 5
7 7
9 9
13 12
22 13
25 16
28 21
29 22

25
28
29

(Note: Items 12,16, & 21 also loaded highly on Helpless/Hopeless, consistent with the original
structure of the Mini-MAC.)
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FACTOR 2

Original Mini-MAC New Factor
Avoidance
11 11

17 17
26 26
27 27

FACTOR 3

Original Mini-MAC New Factor
Fighting Spirit
2 1
10 2
18 10
23 23

FACTOR 4

Original Mini-MAC New Factor
Fatalism
1 3
3 8
8 19
19 24
24

FACTOR 5

Original Mini-MAC New Factor
Helpless/Hopeless
4 4
6 6
12 9
14 12
15 13
16 14
20 15
21 16

18
20
21

(Note: Item 9 also loaded highly on Anxious Preoccupation, consistent with the original structure of the
Mini-MAC.)



Reliability

Chronbach's alpha was performed on the original subscales of the Mini-MAC:

Fighting Spirit: .63
Helpless/Hopeless: .85
Anxious Preoccupation: .84
Fatalism: .62
Avoidance: .79

DISCUSSION

Overall, the Mini-MAC subscales seem to be relatively consistent in this sample, and seem to have
concurrent validity based on the Index of Coping Responses. However, while the factor for Avoidance
was in total agreement with the original construction of the scale, the factors for Anxious
Preoccupation and Helpless/Hopeless were not as consistent with the original Mini-MAC scale. Several
items which loaded in the Anxious Preoccupation factor were on the original Helpless/Hopeless
subscale, and vice versa. However, many of these items loaded highly on both subscales. Although these
two subscales had the highest internal consistency, the factor analysis suggests that these two subscales
may need further refinement.

Another interesting discovery was that the item "I am very optimistic" which is on the fighting spirit
subscale loaded most highly on the Helpless/Hopeless factor. When one is optimistic, one also tends to
be less hopeless, however optimism and it's relationship to helplessness and hopeless should be
explored further.

As expected, fighting spirit correlated highly with the more positive coping styles on the Index of
Coping Responses. Fatalism also correlated highly with the more positive coping styles on the ICR,
while Helplessness/Hopelessness and Avoidance correlated highly but negatively with the more
positive coping styles on the ICR. Anxious Preoccupation correlated highly with avoidance and emotional
discharge coping styles, which is consistent with this construct.
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BACKGROUND

Cancer is a shock, physically, mentally, and spiritually. The treatment for the illness can
result in further physical, mental, and emotional difficulties. Cancer can be seen as a "wake up
call", a time when one's mortality and the uncertainty of life and quality of life become
apparent (Potts, 1996). Therefore, it is not surprising that psychological reactions such as
anger, fear, and depression are common when cancer is diagnosed (for reviews on psychological
sequalae and adjustment see Glanz & Lerman, 1992; Jacobsen & Holland, 1991; Meyerowitz,
1 980). While for many patients, the distress of cancer surgery and treatment declines within
one year, it has been estimated that up to 30 percent of women continue to have some disruption
in quality of life one year after treatment for breast cancer (Glanz & Lerman, 1992; Irvine,
Brown, Crooks, Roberts, & Browne, 1991). One landmark study of 215 cancer patients found
that 47 percent of the sample had severe enough psychiatric disorders to be classified by the
DSM-111 (APA, 1980) and who could have been benefited by a psychosocial intervention
(Derogatis, Morrow, & Fetting, 1983). Many factors influence psychological adjustment to
cancer and quality of life, including fear (of the future, of the possible loss of a body part [e.g.,
a breast], of isolation, of pain, etc.), choice of treatments (both conventional and CAM) and the
effects of the treatments.

Psychosocial treatment techniques for cancer patients have ranged from psychotropic
medications to group, and individual therapies. Various psychosocial interventions have been
developed to decrease the amount of psychological morbidity associated with the disease and to
assist cancer patients to improve their daily functioning and quality of life. In general, these
interventions have been designed in a conventional manner, i.e., that they were mostly designed
as traditional psychotherapy "talking" groups. Some of the more effective groups have used
supportive-expressive (Spiegel, Bloom, Kraemer, & Gottheil, 1989) or cognitive behavioral
techniques (Fawzy et al. 1990). Results of two randomized prospective trials suggest that
participation in such groups may be associated with increased survival (Fawzy et al. 1990;
Spiegel, et al., 1989). Interestingly, although the Spiegel study involved a year long
intervention, the study by Fawzy and his colleagues involved only a six week long intervention
and still found significant increases not only in survival but also in immune functioning.
Therefore, it may be that shorter interventions may be just as useful as longer interventions,
and thus may be more cost-effective.

A criticism of these types of groups is that the traditional type of support group may not
adequately facilitate the self-reflection, introspection, or expression of feelings and emotions
associated with the illness, treatment, and other sequalae. A group that meets for only an hour to
an hour and a half may not provide enough time for shifts into a more introspective part of the
person, which could provide for deeper healing. Finally, unlike spiritual or meditative
programs for cancer (e.g., Busick, 1989), few of these conventional groups focus on spiritual
issues such as self-transcendence to initiate or enhance hope, optimism, and a sense of harmony
and wholeness. Therefore, many cancer patients have also looked to mind/body complementary
or alternative (CAM) therapies as an adjunct to conventional groups, for a possible cure, or to
increase their quality of life.

Many cancer patients search for a venue to express their fears and emotions and to gain a feeling
of peace, acceptance of themselves and their situation, and/or a purpose in life. Mind/body CAM
therapies such as yoga and meditation have been used for thousands of years to teach peace,



acceptance, and to treat physical illnesses (Shannahoff-Khalsa, 1991 ). It is estimated that 10-
60% of cancer patients use some type of mind/body CAM, mostly as a supplement to
conventional cancer therapy (Doan, 1998; Cassileth, Lusk, Strausse, & Bodenheimer, 1984;
Eisenberg, Kessler, Foster, Norlock, Calkins, & Delbanco, 1993). Not only do people seek out
CAM therapies on their own, a growing number of health professionals are also recommending
CAM therapy. A recent survey of 772 Northern California HMO physicians found that 16% are
using or recommending guided imagery, 48% are prescribing meditation, and 27% are
prescribing movement therapies such as yoga, t'ai chi, or chi gong as adjuvant therapy (Gordon,
Sobel, & Tarazona, 1998). Many of these and other complementary or alternative mind/body
modalities have been used by cancer patients, and have been reported in case and anecdotal
accounts to have beneficial effects (Achterberg & Lawliss 1984; Block, 1997; Doan, 1998;
Gray, Greenberg, Fitch, Parry, Douglas, & Labrecque, 1997), although other research has
disputed these claims (Cassileth, et al., 1991).

Mind/body CAM modalities are currently used in many formats, including retreats, groups, and
individual therapy (Lerner, 1994). CAM therapies emphasize inner knowledge, spiritual
growth, and self-transcendence whether offered in a retreat or community setting. Mind/body
CAM therapies are used to help individuals to develop a new relationship with fears and
anxieties about their illness. However, these therapies have not been studied in much detail with
cancer patients (Stoner & Keampfer, 1985).

The purpose of this ongoing study is to compare a traditional support group to an Integrated/intensive
support program for women with breast cancer.



RESULTS

Demoaraphics:
Group membership: 23 Life Issues

30 Integrated

Mean age: 48 (SD=9.24)

Ethnic group: 83% (N=43) Caucasian
17% (N=9) women of color.

Marital Status:
45% were married (N=24)
19% were divorced/separated (N=I 0)
26% were never married (N=14)
9% -were living with a partner on a long term basis (N=5)

In addition, women reported having an average of one child.

School: College: n=23 (43%)
Post-college: n=30 (57%)

Income: 44% had household incomes of greater than $60,000 (N=23);
Only 2% had household incomes less than $15,000 (N=1).

Self-reported health at entry to study:
Excellent: N=1 6 (30%)
Very good: N=20 (38%)
Good N=12 (23%)
Fair or Poor N=5 (9%).



METHODS

Participants and Procedure

The participants were 53 women diagnosed with invasive breast cancer within the last 18
months, or women with metastatic disease. Women were recruited from local hospitals and doctor's
offices to participate in a study designed to compare two types of support group programs: A Life-
Issues Support Group and an Integrated Support Program. Participants were randomly assigned to one
of two groups and given a set of questionnaires to fill out at the start of the program and at the end of the
1 2-week program.

Proaram

A. Life Issues Group: 1 2-week semi-structured support group. Emphasis in this group is on coping
with real life issues, including communicating with friends, family, and medical staff, body image,
sexuality, grief, and anger.

B. Integrated Group: 12-week intensive lifestyle change and support program with an emphasis on
psychospiritual issues, and inner process. Participants meet twice a week for 2 1/2 hours each time.

The Integrated program consists of the following elements:
1 . Health and Nutrition (discussion of health issues pertaining to breast cancer such as early
menopause, healthy eating, lympahdema, etc.),
2. Movement (dance or yoga)
3. Meditation/Imagery
4. Spiritual Focus support group Semi-structured support group using discussion and imagery to
explore issues of meaning and purpose in life, connectedness, forgiveness, dying and healing.
5. Art Studio (staffed by a clinical artist). In this studio they may create with whatever medium they
choose, including making quilts for the Breast Cancer Quilt Project.
6. Recommended Daily Practices:
Recommended daily: exercise, low-fat diet, yoga, and meditation or imagery.

Measures

1. Functional Assessment of Chronic Illness Therapy (FACIT-B; Celia, 1997).
Subscales: Physical Well-Being, Social/Family Well-Being, Emotional Well-Being,

Functional Well-Being, and additional breast cancer-specific items.

2. Profile of Mood States (McNair et al., 1971 ). Subscales: Anxiety, Depression, Anger, Fatigue,
Confusion, and Vigor.

3. Spirituality
FACIT-Sp (Celia, 1997), Subscales: Faith and Assurance, Meaning and Purpose.
Principles of Living Survey (Thoresen, et al., 1997). Subscales: Spiritual Practices,

Spiritual Growth, and Embracing Life's Fullness.

4. Satisfaction with the program: An additional question designed to measuring overall satisfaction with
the program was used.
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RESULTS

Quality of Life
Significant Changes Over Time:

For both groups increases in:
Emotional Well-Being: F=1 8.19, p<.0001
Functional Well-Being: F=9.22, p=.0 0 4
Overall Quality of Life: F=8.35, p=.006

Variable Pre-Mean (SD) Post-Mean (SD) F p
Physical Well-Being 20.77(4.86) 21.68 (5.47) 1.22 ns
Social Well-Being 19.85 (5.21) 19.79 (4.84) .11 ns
Emotional Well-Being 13.94 (3.53) 16.25 (3.69) 18.13 .0001
Functional Well-Being 17.78 (5.24) 19.77 (4.86) 9.22 .004
Additional Questions 24.58 (5.93) 24.87 (5.26) .57 ns
Overall Well-Being 96.69 (15.56) 102.16 (17.89) 8.35 .006

Mood
Significant Changes Over Time:

For both groups:
Tension/Anxiety: F=6.97, p=.01
Depression: F=5.86, p=.02
Total Mood Disturbance: F=5.19, p=.03

Variable Pre-Mean (SD) Post-Mean (SD) F p
Tension-Anxiety 12.57 (8.36) 9.19 (7.35) 6.97 .01
Depression 11.96 (10.10) 8.20 (9.42) 5.86 .02
Anxiety-Hostility 8.92 (7.14) 7.58 (7.95) 3.06 .09
Vigor 13:58 (6.34) 14.,60 (6.14) 1.14 ns
Fatigue 11.06 (7.10) 95-8 tf6.93) 1.58 ns
Confusion 8.49 (5.26) 7.24 -0-5.17) 3.39 .07
Total Mood Disturbance 39AS (36.23) 27.15: (34.11) 5.19 .03*



Spirituality
Significant Changes Over Time:

For both groups:
Spiritual Well-Being: F=5.58, p=.02
Embracing Life Fully: F=4.21 ,p=.04

Variable Pre-Mean (SD) Post-Mean (SD) F
Spiritual Well-Being
Total 29.28 (9.41) 31.72 (7.15) 5.58 .02
Principles of Living
Total 43.61 (7.00) 42.67 (7.31) 1.69 ns
Spiritual Practice 22.66 (4.13) 22.36 (4.02) 2.59 .11
Spiritual Growth 12.10 (2.87) 11.78 (2.84) 1.00 ns
Embracing Life Fully 8.85 (2.51) 8.33 (2.55) 4.21 .04

Satisfaction with the Program
For Integrated: Median=5
For Life Issues: Median=3
Significant difference between the groups:

Wilcoxon Rank Sum=-2.67, p=.0O08



DISCUSSION

These results suggest that while both groups were effective in reducing stress and increasing quality of
life, the women in the Integrated group were more satisfied with their experience.

While this study showed that an Integrated complementary/alternative medicine intervention is as good
as a conventional support group, women are more satisfied with a complementary/alternative program.

Differences in the groups may emerge as the sample size grows.
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BIOGRAPHICAL SKETCH

Provide the following information for the key personnel in the order listed on Form Page 2.
Photocopy this page or follow this format for each person.

NAME POSITION TITLE

Burke, Harry B. Associate Professor of Medicine and Oncology
EDUCATION/TRAINING (Begin with baccalaureate or other initial professional education, such as nursing, and indcude postdoctoral training.)

INSTITUTION AND LOCATION DEGREE YEAR(s) FIELD OF STUDY
______________________________________________ (if applicable) YA~)FEDO TD

University of Chicago AB 1979 Tutorial Studies
University of Chicago AM 1980 Divisional Masters
University of Chicago Ph.D. 1987 Cognitive Science
University of Chicago M.D. 1988 Medicine
RESEARCH AND PROFESSIONAL EXPERIENCE: Concluding with present position, Kst, in chronological order, previous employment, experience, and
honors. Include present membership on any Federal Government public advisory committee. List, in chronological order, the titles, all authors, and
complete references to all publications during the past three years and to representative earlier publications pertinent to this application. If the list of
publications in the last three years exceeds two pages, select the most pertinent publications. DO NOT EXCEED TWO PAGES.

APPOINTMENTS

1988 - 1991 Internal Medicine Resident, St. Francis Hospital (Loyola University), Evanston IL.
1991 - 1992 Assistant Professor ofMedicine, Division of General Internal Medicine, Medical College of Wisconsin,

Milwaukee WI.
1992 - 1994 Assistant Professor of Medicine, Division of General Internal Medicine and Health Care Research, University of

Nevada School of Medicine, Reno NV
1992- 1994 Associate Director, Center for Biomedical Modeling Research, University of Nevada School of Medicine,

Reno NV.
1992 - 1994 Director, Ambulatory Care Training Program, Department of Medicine, University of Nevada School of

Medicine, Reno NV.
1994 -1998 Assistant Professor ofMedicine, Division of General Internal Medicine, Department of Medicine, New York

Medical College, Valhalla NY.
1996 - Present Director, Bioinformatics, Decision Making, and Health Services Research Group, New York Medical College,

Valhalla NY.
1998 - Present Statistical Director, Division of Oncology, Department of Medicine, New York Medical College, Valhalla NY.
1998 - Present Director of Clinical Information Systems, Zalmen A. Arlin Cancer Institute, Hawthorne NY 10532.
1999 - Present Associate Professor of Medicine and Oncology, Department of Medicine, New York Medical College,

Valhalla NY.

EDITORIAL POSITIONS

1986 - 1987 Assistant Editor, JAMA-Pulse.
1986 - 1991 Editorial Board, Perspectives in Biology and Medicine.
1994- 1997 Reviewer, Journal of General Internal Medicine.
1994 - Present Reviewer, Journal of the National Cancer Institute.
1994- Present Reviewer, Cancer.
1996 - 1998 Reviewer, Journal of Clinical Outcomes Management.
1997 - Present Editorial Board, Journal of the National Cancer Institute.
1998 - Present EditorialBoard, Molecular Urology.
1998 - Present Reviewer, British Journal of Cancer.
1998 - Present Reviewer, Oncology.
1998 - Present Editorial Board, Journal of Urologic Pathology.
1998 - Present Reviewer, IEEE Transactions on Neural Networks.
1999 - Present Reviewer, Cancer Detection and Prevention.

SECTIONS AND PANELS
1996 - Present Chair, National Cancer Institute Working Group for Research on Prognostic Factors and Systems, National

Institutes of Health.
1999 - Present Study Section, Early Detection Research Network, National Cancer Institute, National Institutes of Health.



FF Principal Invesfigator/Program Director (Las, first, middle):

BOOKS
Burke HB, Henson DE. Prediction in Cancer. Kluwer Academic Publishers, in preparation.
Burke BB (ed). Artificial Neural Networks in Medicine. Kluwer Academic Publishers, in preparation.

BOOK CHAPTERS
Burke HB, Hutter RVP, Henson DE. Breast Carcinoma. In P Hermanek, MK Gospadoriwicz, DE Henson, RVP Hutter, LH Sobin
(eds), UICC Prognostic Factors in Cancer. Berlin: Springer-Verlag, 1995, 165-176.
Burke HB, Rosen DB, Goodman PH. Comparing the prediction accuracy of artificial neural networks and other statistical models for
breast cancer survival. In G. Tesauro, D.S. Touretzky, T.K. Leen (eds), Advances in Neural Information Processing Systems 7.
Camibridge, MA; MIT Press, 1995, 1063-67.
Burke HB. Statistical analysis of complex systems in biomedicine. In D. Fisher and H. Lenz (eds), Learning from Data: Artificial
Intelligence and Statistics V. New York: Springer-Verlag, 1996, 251-258.
Burke HB. The importance of artificial neural networks and biomedicine. In P.E. Keller, S. Hashem, L.J. Kangas, R1T. Kouzes (eds),
Applications of Neural Networks in Environment, Energy, and Health. Singapore; World Scientific Publishing Co., 1996, 145-153.
Burke HB. Integrating multiple clinical tests to increase predictive accuracy. In M. Hanausek, Z. Walaszek (eds), Methods in Molecular
Biology:, Vol. XX: Tumor Marker Protocols. Totowa, N.J., Humana Press Inc., 1998, Chapter 1, 3 - 10.
Moul JW, Burke HB. Is the evidence for watchful waiting convincing: Argument for treatment of clinically localized prostate cancer.
In Greco C, Zelefsky M (eds), Radiotherapy of Prostate Cancer, Harwood Academic Publishers, in press.

JOURNALS (PEER REVIEWED)
Burke HB, Henson DE. Criteria for prognostic factors and for an enhanced prognostic system. Cancer 1993;72:3131-5.
Burke HB. Artificial neural networks for cancer research: outcome prediction. Sem Surg One 1994;10:73-79.
Burke HB. Increasing the power of surrogate endpoint biomarkers: the aggregation of predictive factors. J Cell Biochem

1994;19S:278-82.
Bostwick DG, Burke HB, Wheeler TM, Chung LWK, Bookstein R, Pretlow TG, et al. The most promising surrogate endpoint

biomarkers for screening candidate chemopreventive compounds for prostatic adenocarcinoma in short-term phase II clinical
trials. J Cell Biochem 1994;19S:283-89.

Burke HB, Goodman PH, Rosen DB, Henson DE, Weinstein JN, Harrell Jr. FE, Marks JR, Winchester DP, Bostwick DG. Artificial
neural networks improve the accuracy of cancer survival prediction. Cancer 1997;79:857-62.

Burke HB. Henson DE. Histologic grade as a prognostic factor in breast carcinoma. Cancer 1997;80:1703-1705.
Burke HB, Hoang A, Iglehart JD, Marks JR. Predicting response to adjuvant and radiation therapy in early stage breast cancer. Cancer

1998;82:874-7.
Burke HB. Applying artificial neural networks to clinical medicine. J Clin Ligand 1998;21:200-201.
Burke HB, Henson DE. Specimen banks for prognostic factor research. Arch Path Lab Med, 1998;122:871-874.
Burke HB, Henson DE. Evaluating prognostic factors. CME J Gyn Onc 1999;4:244-252.
Lundin M, Lundin J, Burke HB, Toikkanen S, Liisa P, Heikki J. Artificial neural networks predict outcome over time in breast cancer.

Oncology, in press.
Burke HB, Henson DE, Shivastava S. Advances in prognostic factors. Sem Onc Hem, in press.

PROCEEDINGS
Burke HB, Goodman PH, Rosen DB. Artificial neural networks for outcome prediction in cancer. Proceedings of the World Congress
on Neural Networks. Hillsdale, NJ: Lawrence Erlbaum Assoc. Inc., 1994; 53-56.
Burke HB, Goodman PH, Rosen DB. Neural networks significantly improve cancer staging accuracy. Proceedings of the 1994 IEEE
Seventh Symposium on Computer-Based Medical Systems 1994; 200.
Burke HB, Rosen DB, Goodman PH. Comparing the prediction accuracy of statistical models and artificial neural networks in breast
cancer. Fifth International Workshop on Artificial Intelligence and Statistics 1995; 87.
Burke HB, Goodman PH, Rosen DB. Applying artificial neural networks to medical knowledge domain. Proceedings of the
International Symposium on Integrating Knowledge and Neural Heuristics 1995.
Burke HB, Goodman PH, Rosen DB. A computerized prediction system for cancer patient survival that uses an artificial neural
network. Proceedings of the First World Congress on Computational Medicine and Public Health 1995.
Burke HB, Hoang A, Rosen DB. Survival function estimates in cancer using artificial neural networks. Proceedings of the World
Congress on Neural Networks. Hillsdale, NJ: Lawrence Erlbaum Assoc. Inc. 1995, 742-7.
Rosen DB, Burke HB. Applying a gaussian-bernoulli mixture model network to binary and continuous missing data in medicine. Sixth
International Workshop on Artificial Intelligence and Statistics, Society for Artificial Intelligence and Statistics, Ft. Lauderdale, FL,
1997, 429-437.
Burke HB. Evaluating artificial neural networks for medical applications. Proceedings of the 1997 International Conference on Neural
Networks, Houston, TX, 1997, 2492-2496.
Burke HB. Mixture models for imputing missing data. 1999 International Joint Conference on Neural Networks, Washington DC., July
10- 16, 1999.
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ENFRAN••ISING PATmINTS

PRACTICE #7: CONSULTATION PLANNING

Breast Cancer Patients Perceive Numerous Communication Barriers

The previous two practices dealt with improving communication from the physician's side; for many
breast cancer patients, however, the trouble comes on their end. Research suggests that a large number
of breast cancer-patients have difficulty communicating their needs and feelings to their physicians, a
situation that can make an already traumatic experience even more trying.

The data presented below suggest the magnitude of the problem. The pie chart to the upper left shows
that 43 percent of patients struggle to ask their physician questions. The middle pie chart indicates
that 46 percent find it difficult to express their feelings. The pie chart at the bottom right
demonstrates that 24 percent of patients have a hard time reporting new symptoms to their physician.
For many of these patients, the communication barriers become so difficult to overcome that they
simply stop trying. When this occurs, patients leave consultations with unanswered questions,
unvoiced concerns and the sense that they are passive observers in their own treatment planning.

Trouble Doing Their Part

Hard to Ask Doctor Questions

Hard to Express Feelings

Hard to Tell Doctor New Symptoms

Note: n--97. Source Lerman C, et a]. Cancer (1993).



THE NEw SERvicE STANDARD

Patients Coached to Participate in Treatment Planning Discussions

Consultation Planning-the final practice for improving the decision-making process-offers a method
"for helping patients overcome communication barriers and derive greater value from their
consultations.

Starting at the bottom left,. the process of consultation planning begins with two brief surveys that
patients complete immediately prior to their consultation. These two surveys assess patients' comfort
level in communicating openly with their physician and seek to quantify how involved patients want to
be in their treatment decisions. The consultation planner-typically an existing staff member (a nurse,
social worker or volunteer)--evaluates the patient's survey responses prior to the planning visit.

Next, the patient meets with the consultation planner, who helps the patient surface and verbalize her
expectations for the upcoming consultation. The planner uses the survey responses not only to explore
the questions and concerns that the patient intends to raise, but also to investigate those concerns that
the patient is likely to withhold from her physician. Through this process, the consultation planner
develops a two-sided list of the patient's concerns, depicted below under Step #2.

ARMING PATIENTS WITH Tools

Step #1: Surveying Step #2: Identifying Concerns
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ENFPRANCHISING PATIENTS

Consultation Planners Help Patients Voice and Prioritize Concerns

Based on the list of the patient's concerns, the consultation planner and the patient jointly create a
"map" that organizes and rank orders the issues that are most important for the patient to discuss
with her physician (Step #3). A computer software program can be used to facilitate the process and
create a printed version of the map for the patient to take with her to the physician visit. At the
bottom of this page is a reprint of a typical map, with the patient's concerns linked and ordered by
importance.

Step #4, rehearsal and debriefing, consists of a role-play exercise with the consultation planner to
ensure that the patient is comfortable asking her questions before she meets with her physician.

Finally, the consulting physician receives a copy of the patient's consultation plan and uses it as a road

map to guide the discussion (Step #5). This encourages the physician to share the communication
burden, and ensures that he or she is aware of the patient's concerns.

FOR EFFECTIVE CONVERSATIONS

Step #3: Mapping Step #4: Rehearsal and Debriefing Step #5: Physician Consultation

I I 't ha a I At tetumorboardth•out for me. I will get radiation and chemotherapy. lei said theatmo oa r ma thet y
would be more effective than

a lumpectomy and radiation
(5 Are there any reasons why I shouldn't have (• Why is radiation (a 3-8% chance of local

radiation? Is diere a potential downside? recommended for me? recurrence versus 8-15%). I
What are the side What are the chances that radiation (i Would a mastectomy be
effects of radiation? will cause another type of cancer? more effective than a

lumpectomry and radiation?

How canIeasethesideeffects? t IsthereanythingIcanappy to
(e.g. diet, nuaition, herbs, etc.) the sidn to protect it?

Sourc: On Your Mind, Redwood City Calif.
Oncology Roundtable interview&

I



"THE NEW SERVICE STANDARD

Patients Less Inhibited in Conversations with Physicians

Presented in the charts below are results from a survey (with an admittedly small sample size)
comparing patient responses before and after the implementation of consultation planning. As shown
by the bars at left, while 17 percent of patients initially felt unsure of how to question their physician
("Dr. A"), only 2 percent of patients expressed this concern after consultation planning was
implemented.

In the center bars, 11 percent of patients expected to withhold some of their concerns for fear of
taking too much of their physician's time; this number decreased to 4 percent after consultation
planning. Finally, the bars at right offer evidence that patients who participate in consultation
planning are less likely to withhold those concerns that might make their physician defensive. Taken
together, the data suggest that consultation planning is achieving the goal of minimizing barriers to
communication between patients and their physicians.

BREAING DowN

Patients More Forthcoming

Percentage Agreeing or Strongly Agreeing

"I don't know how
to question Dr.A"

17%
"I expect to withhold some
of my concerns, for fear
of wasting Dr.A's time"

2% I11% "1 expect to withhold some
of my concerns for fear

4% Dr.A will react defensively"

16%

- Before Consultation Planning

(n= 17)

After Consultation Planning

(n=53)

Source: On Your Mind, Redwood City; Caif&;
Oncology Roundtable interviews.
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ENFRANCHISING PATIENTS

Patients Overwhelmingly Value Consultation Planning Service

Consultation planning has been in use at the University of California-San Francisco Breast Care
Center since 1996, and a pilot project is underway at the University of Utah's Huntsman Cancer
Institute.' Early results indicate that the service has been extremely popular with patients.

Presented below are the results from a survey of breast cancer patient satisfaction with the
consultation planning program. As shown in the bars from left to right, 88 percent of patients felt
that the visit with the consultation planner helped prepare them for their physician consultation;
92 percent of patients agreed that the benefit gained was well worth the time and effort they put into
the process; and 95 percent of patients would recommend consultation planning to a friend diagnosed
with breast cancer.

Practice #7, Consultation Planning, isthe last of three practices intended to facilitate the treatment
decision-making process for patients by improving the quality of communication and information
flow between patients and physicians. In the remaining pages of this section on enfranchising patients,
the focus shifts from better communication to better education, with practices to help patients
understand their disease and become more comfortable with postsurgical self-care.

COMMUNICATION BARRIERS

Resounding Endorsement

Percentage Agreeing or Strongly Agreeing

88% 92% 95%

"Interview Helped Me "Benefit Gained Definitely 'Would Recommend
Prepare for Consultation" Worth Time and Effort" to a Friend"

Software and training for consultation planning are offered by OnYour.Mind, Source: On Your Mind, Redwood Cit CarfrE
Redwood City California For more information, contact DcJeffrey BelkoramVice Oncology Roundtable interviews.
President Research & Development, at 650-306-1134 0effonyourmindcom)
or Stephanie Lamping at 650-306-1139 (stephanie@onyourrnind.com) or visit
http-1/www.onyourrmind.com.



Appendix Q

Focus on Consultation Planning:
AreYou Ready to Decide?
By Karen Sepucha, Jeff Belkora, Stephanie Lamping, Ashley Parsons, Dr. Laura Esserman

ATool forTough Decisions AreYou Ready ForTreatment?
The path through cancer is filled with Instructions: Please consider a significant health care decision. For each of the

difficult and confusing decision points, statements below indicate whether you (strongly) agree or disagree. If the statement
We want to help patients get clear on does not apply. to your situation, or you do not understand what it means, check
which treatment is best for them, help "neither agree nor disagree." Please check only one response for each statement.
them get the support of family, friends

and physicians, and help them reduce
anxiety with decision making. We devel-
oped a survey to assess a patient's current Strongly Disagree Neither Agree Strongly

capacity for decision making, Are You Disagree Agree nor Agree

Ready for Treatment?. Patients with very
high scores on this survey (in the range
of 15-20) are usually ready to begin treat- •
ment. Those with lower scores may not I have a thorough understanding
have fully completed the decision-mak- of the medical diagnosis.

ing process. These individuals may ben- AM ..

efit from seeking second opinions, or vis-

iting CBHP or other resources.
Like all surveys, this one is imperfect, I know of at least two treatment

but we hope that it will lead respondents alternatives that are often recom- 0 0 0
to reflect on important aspects of their mended in cases like this one.

decisions. Since we would like feedback
on this survey as a decision-making tool,
we will briefly discuss each item. I kI know what is important to me for OOOOO

this decision.

My doctor and I agree on a
treatment strategy.

I am ready to begin treatment to

deal with my medical situation.

_To determine your score:

1. For items 2, 3, 4, 6, 8, 9, and 10, give 1 point for "agree," 2 points for "strongly agree,"
subtract 1 point for "disagree," subtract 2 points for "strongly disagree" and score 0 points
for "neither agree nor disagree."

2. For items 1, 5, and 7, please give 1 point for "disagree," 2 points for 'strongly disagree,"
subtract 1 point for "agree," subtract 2 points for "strongly agree" and score 0 points for
"neither agree nor disagree."

3. Calculate your total score by adding and subtracting points for each statement. Your total
score should fall between -20 and +20.



What Does Each Item Indicate?
I am having trouble making decisions regarding my process. We encourage you to integrate the best aspects of ratio-

medical care. If you are having any difficulty making deci- nal, intuitive, and spiritual decision-making into your process.
sions, do not allow yourself to be rushed or pressured into Dr. A and I agree on a treatment strategy. It can be very

"doing something. Most breast cancer patients can take a few disconcerting if your doctor does not support your choice of
weeks to think through decisions without compromising their treatment. You must be able to freely share your questions and
health. concerns and to seek other opinions and views. This exchange

I have a thorough understanding of the medical diag- can deepen your physician's understanding of your particular
nosis. A key ingredient for decision making is understanding position.
your current situation. Be sure to get copies of your medical I am comfortable with my level of participation in the
record and ask your physician to explain all tests and how to decisions about treatment. You should explore how you want
interpret the results. to participate in decisions about your care, realizing that your

I understand what could happen without any further preferences can change over time. Then share this preference
medical treatment. To compare the benefits of various treat- with your doctor. Find a doctor who "fits" well with you, one
ments, you need a baseline. A good baseline is your prognosis who enables you to participate in the way you feel most com-
with no treatment. If your physician says to you, "For you che- fortable. You should not begin treatment if you are uncomfort-
motherapy will give a 5 year recurrence rate of about 6-8%," able with your level of participation in the decision-making.
you may evaluate this information differently if your recur- I am ready to begin treatment to deal with my medical
rence rate without any treatment is 25 % than if it is 10%. situation. Even if you are clear on which treatment is best, and

I know of at least two treatment alternatives that are your physician is in agreement, you still need a strong network\ often recommended in cases like this one. Try to identify of family and friends to support you. Most of all, you need to
several alternatives by asking your physician to recommend a support yourself. Patients who are comfortable and confident
minimally invasive option, an aggressive option and something with their decisions often do better in treatment and have faster
that falls in between those two. A breast cancer patient with an recoveries.
early stage, hormone receptive tumor might be given these three
options: no further therapy (minimally invasive option);
Adriamycin Cytoxan chemotherapy plus tamoxifen (aggressive e7. > A
option); and tamoxifen alone (a middle option).

I do not understand what could happen after each medi-
cal treatment alternative. You may be considering treatments
that provide similar survival benefits, but have very different h
side effects, duration of treatment and recovery, or cosmetic
results. For each alternative, get a clear picture of how this 0
choice will affect your life during treatment, during recovery,
and afterward.

I know what is important to me for this decision. Facts
alone will not make your decision-you also need to under- O
stand how you feel about your choices. A cancer patient once w
remarked, "If someone had asked me to think about my values .
while I was making my decision I would've called them crazy.

All I wanted was medical facts and information. Now, I realize
that both facts and feelings were crucial to my decision."

It is not clear to me which treatment alternative is best.

Even with creative alternatives, valid information, and clear

preferences, you still may not be able to make a decision. For
some people decision-making is an intuitive or even a spiritual 0

7



Appendix R

1999 ASCO Abstract #1621:
CONSULTATION RECORDING METHODS TO IMPROVE

COLLABORATIVE DECISION-MAKING IN BREAST CANCER

K. Sepucha, J. Belkora, D. Tripathy, L. Esserman; Stanford University, Stanford CA; On
Your Mind, Inc., Redwood City, CA; and Breast Care Center, Univ California San
Francisco, San Francisco, CA.

Background: Breast cancer patients and physicians make complex, life altering decisions
during medical consultations. Breast cancer patients often withhold their questions and
concerns during consultations. Physicians have limited time and resources to synthesize
their patient's detailed medical history along with the relevant evidence from the literature,
and incorporate their patients' preferences. As a result, breast cancer patients and
physicians often leave consultations confused, frustrated, and anxious about decisions.
Methods: We developed Consultation Recording methods to increase the effectiveness of
consultations. We enrolled 24 breast cancer patients facing local or systemic treatment
decisions in a sequential, controlled trial. Patients in both arms received a Consultation
Planning session. In the intervention, a trained facilitator helped to create an agenda,
facilitate the discussion and create a record of the consultation in real time. In the control,
the facilitator observed the consultation. Valid and reliable surveys measured decision
quality and satisfaction with consultation. Results: Patients in the intervention group
reported significantly higher final decision quality (median score 14 versus 10, p=0.008 )
when compared with the control. Patients in the intervention also reported a larger
improvement in decision quality (mean increase 9.7 versus 6.6, p=0.057) and higher
satisfaction with the consultation (median score 11 versus 7, p=0.073), both of which are
marginally significant even in this small sample. Further, patients and physicians in the
intervention achieved a significantly higher level of inter-subjective agreement about their
decision quality, (Kappa 0.49 versus 0.28, estimated difference 0.205, p<0.0001).
Discussion: Presenting evidence from the literature without overwhelming patients is
difficult. Consultation Recording uses standard meeting facilitation tools and processes
well validated in the business community which leverage the patient's and physician's time
in consultations. These methods enable patients and physicians to combine evidence- and
preference-based medicine to maximize decision quality. Good communication during
medical visits and collaborative medical decision-making has been linked to such important
outcomes as increased health, compliance, and satisfaction. Conclusion: Based on the
findings, further studies are indicated to replicate these results with other physicians and to
assess cost and health outcomes.
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Appendix T

UCSF Breast Care Center Clinical Trials
Bay Area Breast Cancer Forum INews Ietter Breast Cancer Clinical Tials Website Links I Glossary

Welcome to UCSF Breast Care Center Web Site!

Because breast cancer will strike one out of nine women in their lifetime, every woman knows someone with this disease. Advances in
diagnostic techniques and therapies have given us modest improvements in survival, but we are still at a loss as to what causes breast
cancer, why it spreads, and why it recurs. Can research and clinical trials involving new technology and established practices make a major
difference in the future? Our website, focusing on clinical trials and relevant research for individuals, families, and friends of those living
with breast cancer, will seek to understand existing barriers and other problems with the current system. Our long term goal is to provide
an integrated resource that takes advantage of known strengths and addresses shortcomings in the field. The potential for making a real
difference in bringing better trials to the public as quickly as possible can be realized through collaborations, partnerships, and
communications between individuals from multiple disciplines, individuals with, and advocates of those with, breast cancer, and the
community at large.

Contacts: If you are interested in obtaining more information on specific breast cancer clinical trials offered at UCSF, please call
Liz Wieland, clinical trials manager, at (415)353-7213, or e-mail her at elizabew@email.his.ucsf.edu. For comments and/or
questions of a more general nature regarding our website, you can e-mail Fern Hassin at: fern @itsa.ucsf.edu.

This material was deemed current and factual at the time it was published here. As research progress very quickly and
information may change as fast, you should discuss this and all medical information with your health care professional before
making any decisions on future treatment options.

(This page has been visited6 8 4 times.
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Appendix U

Minority Health Research Panel

County of Alameda Conference Center
April 23, 1999

-- Schedule ~- -

12:45 pm
Greetings/Remarks

(Michelle Axel, Outreach Program Manager, Cancer Information Service)

12:55 pm
Overview: CIS Role in Research

(Sharon Davis, Director, Cancer Information Service)

1:15 pm
Minority Health Research Panel Presentation

Christina Perez, Moderator
Coordinator, Office on Minority Health, Region IX

Panelists:
Anna Napoles-Springer, Ph.D. Phillip Gardiner, Dr.P.H.
UCSF, Center for Aging in Diverse Communities Social and Behavioral Sciences Research
Medical Effectiveness Research Center University of California, Office of the President

Ann Chou, M.P.H. Lorraine Provost
Doctoral student, University of California, Berkeley Cancer Navigator Program, Highland Hospital

1:55 pm
Question and Answer Period

Christina Perez, Facilitator

2:15 pm
Update on Research Resources

Fern Hassin
UCSF Breast Care Center

Jay K. Harness, MD
UC Davis Department of Surgery, Alameda County Medical Center

2:40 pm
Closing/Evaluation

Refreshments provided by Novartis Oncology, a partner of the National Cancer Institute in Clinical Trials Education
Sponsored by the NCCC's Cancer Information Service in collaboration with Bay Area Tumor Institute,

California East Bay Oncology Nursing Society, Office on Minority Health, Region IX, and
California Department of Health Services Office on Multicultural Health



DEPARTMENT OF THE ARMY
US ARMY MEDICAL RESEARCH AND MATERIEL COMMAND

504 SCOTT STREET
FORT DETRICK, MARYLAND 21702-5012

REPLY TO
" •~ATTENTION OF:

MCMR-RMI-S (70-1y) 26 Aug 02

MEMORANDUM FOR Administrator, Defense Technical Information
Center (DTIC-OCA), 8725 John J. Kingman Road, Fort Belvoir,
VA 22060-6218

SUBJECT: Request Change in Distribution Statement

1. The U.S. Army Medical Research and Materiel Command has
reexamined the need for the limitation assigned to technical
reports written for this Command. Request the limited
distribution statement for the enclosed accession numbers be
changed to "Approved for public release; distribution unlimited."
These reports should be released to the National Technical
Information Service.

2. Point of contact for this request is Ms. Kristin Morrow at
DSN 343-7327 or by e-mail at Kristin.Morrow@det.amedd.army.mil.

FOR THE COMMANDER:

Encl d . RINEHART

Deputy Chief of Staff for
Information Management



ADB274369 ADB274596
ADB256383 ADB258952
ADB264003 ADB265976
ADB274462 ADB274350
ADB266221 ADB274346
ADB274470 ADB257408
ADB266221 ADB274474
ADB274464 ADB260285
ADB259044 ADB274568
ADB258808 ADB266076
ADB266026 ADB274441
ADB274658 ADB253499
ADB258831 ADB274406
ADB266077 ADB262090
ADB274348 ADB261103
ADB274273 ADB274372
ADB258193
ADB274516
ADB259018
ADB231912-
ADB244626
ADB256677
ADB229447
ADB240218
ADB258619
ADB259398
ADB275140
ADB240473
ADB254579
ADB277040
ADB249647
ADB275184

ADB259035
ADB244774
ADB258195
ADB244675
ADB257208
ADB267108
ADB244889
ADB257384
ADB270660

ADB274493

ADB261527
ADB274286

ADB274269
ADB274592
ADB274604


